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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Public  Health  Service 

42  CFR  Parts  122, 123 

Health  Systems  Agency  and  State 
Health  Planning  and  Development 
Agency  Review  of  New  Institutional 
Health  Services 

agency:  Public  Health  Service.  HEW. 
action:  Final  regulations. 

summary:  These  rules  amend  the  Public 
Health  Service  regulations  on  health 
systems  agencies  (HSAs)  with  respect  to 
procedures  and  criteria  for  review  of 
new  institutional  health  services  (NIHS) 
and  on  State  health  plaiming  and 
development  agencies  (SHPDAs)  with 
respect  to  procedures  and  criteria  for 
certificate  of  need  and  other  reviews  of 
new  institutional  health  services.  The 
regulations  implement  a  recent 
amendment  to  the  Public  Health  Service 
Act  (“the  Act”)  requiring  that  review 
criteria  used  by  HSAs  and  SHPDAs 
which  consider  the  special  needs  and 
circumstances  of  health  maintenance 
organizations  (HMOs)  be  consistent 
with  the  standards  and  procedures  these 
agencies  must  follow  in  reviewing  and 
commenting  on  applications  for 
financial  assistance  for  HMOs  under 
Title  XIII  of  the  Act.  These  amended 
regulations  are  intended  to  ensure  that 
HSA  and  SHPDA  review  criteria  are 
consistent  with  those  standards  and 
procedures  as  set  forth  in  a  Notice  of 
Proposed  Rulemaking  recently  published 
in  the  Federal  Register.  These 
regulations  also  require  consideration 
by  health  planning  agencies  of  the 
health  related  needs' of  medically 
underserved  groups  and  in  particular 
members  of  groups  which  have 
traditionally  experienced  difficulties  in 
obtaining  equal  access  to  health 
services,  such  as  minorities,  women,  and 
the  handicapped. 

EFFECTIVE  DATE:  These  regulations  are 
effective  on  April  2. 1979,  subject  to  the 
discussion  set  forth  under  the 
"Supplementary  Information"  heading 
below. 

FOR  FURTHER  INFORMATION  CONTACT: 

Colin  C.  Rorrie,  Jr.,  Ph.D.,  Director, 
Bureau  of  Health  Planning.  3700  East- 
West  Highway,  Center  Building,  Room 
6-22,  Hyattsvilie,  Maryland  20782.  301- 
436-6850. 

SUPPLEMENTARY  INFORMATION:  Title  XV 
of  the  Public  Health  Service  Act  (“the 
Act")  sets  forth  a  comprehensive 
program  designed  to  establish  a  national 


system  of  State  and  local  health 
planning,  conducted,  respectively,  by 
State  health  planning  and  development 
agencies  (SHPDAs)  and  health  systems 
agencies  (HSAs).  These  regulations  set 
forth  criteria  and  procedures  to  be  used 
by  SHPDAs  and  HSAs  in  discharging 
their  respective  functions  under  sections 
1523(a)(4)(B)  and  (5)  and  section  1513(f) 
of  the  Act. 

Specifically,  section  1523(a)(4)(B) 
requires  SHPDAs  to  "administer  a  State 
certificate  of  need  program  which 
applies  to  new  institutional  health 
services  proposed  to  be  offered  or 
developed  within  the  State,  *  *  *•• 

These  programs  are  required  to  “*  *  * 
provide  for  review  and  determination  of 
need  prior  to  the  time”  new  institutional 
health  services  are  offered  or  developed, 
or  "substantial  expenditures”  are  made 
for  their  offering  or  development. 
Certificate  of  need  programs  must 
provide  that  only  those  new  institutional 
health  services  which  are  found  to  be 
needed  shall  be  offered  or  developed  in 
the  State.  Section  1523(a)(5)  provides 
that  the  SHPDA  is  to  make  its  findings 
as  to  need  “after  consideration  of 
recommendations  submitted  by  [HSAs] 
under  section  1513(f).”  Under  section 
1513(f),  each  HSA  is  charged  with 
assisting  the  SHPDA  in  carrying  out  its 
section  1523(a](4](B]  and  (5)  functions  by 
reviewing  and  making  recommendations 
to  the  SHPDA  concerning  the  need  for 
new  institutional  health  services 
-proposed  to  be  offered  or  developed  in 
the  HSAs  health  service  area. 

Section  1532(c)(8)  of  the  Act  provides 
that  criteria  developed  by  HSAs  and 
SHPDAs  for  conducting  reviews  under 
section  1513(e),  (f),  and  (g)  and  section 
1523  of  the  Act,  respectively,  shall 
include  consideration  of  “the  special 
needs  and  circumstances  of  health 
maintenance  organizations  for  which 
assistance  may  be  provided  under  Title 
XIH”  of  the  Act  (“Health  Maintenance 
Organizations”). 

Section  117(a)  of  the  Health 
Maintenance  Organization  Amendments 
of  1976,  Pub.  L.  94-460,  amended  section 
1532(c)  of  the  Act  by  adding  the 
requirement  that  “The  criteria 
established  by  any  health  systems 
agency  or  State  Agency  under  paragraph 
(8)  shall  be  consistent  with  the 
standards  and  procedures  established 
by  the  Secretary  under  section  1306(c)  of 
this  Act.”  The  Assistant  Secretary  for 
Health  has  issued  a  Notice  of  Proposed 
Rulemaking  which  would  in  part  amend 
42  CFR  Part  110,  Subpart  B.  at  §  110.204, 
by  setting  forth  revised  standards  and 
procedures  under  section  1306(c)  of  the 
Act  (43  FR  11472).  Set  forth  below  are 
amendments  to  42  CFR  Part  122,  Subpart 


D,  and  42  CFR  Part  123,  Subpart  E, 
relating  to  certificate  of  need  and  other 
reviews  of  proposed  new  institutional 
health  services,  which  articulate  the 
special  needs  and  circumstances  of 
HMOs  for  which  assistance  may  be 
provided  under  Title  XIII  and  which  are 
designed  to  ensure  that  review  criteria 
developed  under  section  1532(c)(8)  are 
consistent  with  the  standards  and 
procedures  found  at  §  110.204. 

On  March  17, 1978,  a  Notice  of 
Proposed  Rulemaking  (NPRM)  was 
published  in  the  Federal  Register  (43  FR 
11229-41)  proposing  to  revise  the 
regulations  governing  reviews  of  new 
institutional  health  services  (NIHS), 
including  the  certificate  of  need 
program,  as  they  apply  to  the  review  of 
health  maintenance  organizations 
(HMOs).  In  addition,  other  proposed 
amendments  to  the  NIHS  regulations 
were  included  with  the  NPRM  on 
appropriateness  reviews  which  was 
published  in  the  Federal  Register  on 
May  16. 1978  (43  FR  21273-82).  These 
latter  amendments  proposed  to  require 
consideration  of  the  needs  of  minorities, 
women,  and  the  handicapped  by  health 
systems  agencies  (HSAs)  and  State 
health  planning  and  development 
agencies  (SHPDAs)  in  developing  their 
criteria  for  review  of  NIHS.  Also 
reprinted  in  the  May  16  Federal  Register 
were  the  April  8. 1977,  amendments  to 
the  original  January  21, 1977,  NIHS 
regulations,  which  had  been 
inadvertently  omitted  when  the  March 
17  NPRM  was  published. 

Since  the  issuance  of  the  March  17 
NPRM  in  the  Federal  Register,  the 
Congress  amended  section  1122  of  the 
Social  Security  Act.  “Limitation  on 
Federal  Participation  for  Capital 
Expenditures,”  by  deleting  from  that 
section  all  references  to  HMOs.  As  set 
forth  below,  the  Department  has 
concluded  that  these  amendments  do 
not  affect  the  statute  governing 
certificate  of  need  review  of  HMOs  and, 
therefore,  do  not  impact  on  the 
provisions  of  the  NPRM. 

By  deleting  HMOs  from  section  1122, 
Congress  exempted  from  review  under 
that  section  capital  expenditures  for  the 
establishment  of  HMOs  and  for  the 
construction  of  and  equipment  for  their 
ambulatory  health  care  facilities.  To  the 
extent  that  HMOs  propose  to  make 
expenditures  covered  by  section  1122  for 
other  health  care  facilities  which  are 
still  included  under  section  1122,  such  as 
hospitals  and  skilled  nursing  facilities, 
they  would  of  course  still  be  subject  to 
review.  The  stated  purpose  of  these 
amendments  was  to  require  that  HMOs 
be  covered  equally  with  other  health 
care  facilities  (see  H.R.  Rep.  No.  95- 
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1479,  95th  Cong.  2d  Sess.,  Aug.  11, 1978, 
p.  67).  Although  the  Congress  considered 
very  similar  amendments  for  the 
certificate  of  need  program  review 
requirements,  it  adjourned  without 
enacting  those  amendments. 

Because  HMOs  as  included  in  section 
1523(a]  of  the  Act  are  defined  by  section 
1531  of  the  Act  to  have  the  same 
meaning  as  they  are  given  in  the  section 
1122  program  regulations,  the  Secretary 
considered  whether  Congress  had, 
through  its  modification  of  the  section 
1122  program,  actually  deleted  HMOs 
from  required  coverage  for  NIHS, 
including  certificate  of  need,  programs. 
Because  HMOs  are  listed  separately 
under  the  required  coverage  provisions 
of  section  1523(a],  and  because  the 
Congress  has  not  amended  that  section 
to  delete  them  from  coverage  as  it  did 
under  section  1122,  the  Secretarj'  has 
decided  that  HMOs  are  still  subject  to 
review  under  the  NIHS,  including 
certificate  of  need,  programs.  In  order 
for  State  certificate  of  need  programs  to 
meet  the  Federal  minimum  certificate  of 
need  program  requirements,  it  will 
continue  to  be  necessary  for  the 
programs  to  have  authority  to  review 
HMOs  as  specified  in  these  regulations. 
However,  the  Secretary  strongly  urges 
States  to  use  language  in  developing 
their  programs  which  is  sufficiently 
broad  so  that  State  programs  can  fulfill 
the  requirements  of  these  regulations 
without  having  to  undergo  further  major 
revisions  if,  as  expected,  the  Congress 
modifies  these  requirements  in  its  next 
session. 

Comments  and  suggestions  received 
with  regard  to  these  notices  of  proposed 
rulemaking,  responses  thereto,  and 
changes  in  the  proposed  regulations  are 
summarized  below.  This  Preamble  is 
organized  by  section  of  the  proposed 
rules  of  March  17  and  May  16. 

A  number  of  comments  were  also 
received  on  sections  of  the  reprinted 
regulations  which  were  not  proposed  to 
be  modified  from  the  final  regulations  of 
January  21, 1977.  The  Secretary  wants, 
nevertheless,  to  respond  to  these 
comments  in  order  to  clarify  their 
meaning,  because  they  remain  in  effect. 

A  commenter  recommended  that  the 
term  “psychiatric  hospital”  be  redefined 
so  that  it  is  not  restricted  to  hospitals 
supervised  by  physicians.  The  Secretary 
has  not  accepted  this  suggestion,  but 
notes  that  the  definition  does  not  restrict 
the  provision  of  services  to  patients 
solely  to  physicians. 

A  commenter  stated  that  it  is  unclear 
w’hether  the  definition  of  “intermediate 
care  facility"  includes  twenty-four  hour 
residential  treatment  facilities  and 
halfway  houses,  and  alcohol  and  drug 


residential  and  halfway  house  facilities 
which  provide  clinical  services  as  well 
as  room  and  board  for  clients.  The 
Secretary  notes  that  if  institutional 
health  services  are  provided  "on  a 
regular  basis”  then  they  are  required  to 
be  covered.  The  Secretary  encourages 
persons  to  contact  their  appropriate 
State  Health  Planning  and  Development 
Agencies  for  information  as  to  whether 
specific  facilities  or  services  are  subject 
to  review. 

Definitions  ' 

§  122.301  and  §  123.401  Definition  of 
HMO 

Several  commenters  questioned  the 
definition  of  the  term  “HMO  for  which 
assistance  may  be  provided  under  Title 
XIII,"  and  discussed  the  need  for  more 
clarity  related  to  Title  XIII  and  Federal 
assistance.  Some  respondents  were 
concerned  that  the  present  definition 
does  not  clearly  state  that  aid  under 
Title  XIII  extends  to  other  forms  of 
assistance  besides  financial,  namely,  as 
qualification  under  Title  XIII  for 
purposes  of  the  “dual  choice”  provisions 
(section  1310(d)),  or  the  override  of 
restrictive  laws  (section  1311).  The 
regulations  have  been  clarified  to 
indicate  that  qualified  HMOs  as  well  as 
HMOs  determined  to  be  eligible  for 
assistance  are  included  in  this  term,  the 
Secretary  agrees  with  the  commenter 
who  noted  that  an  HMO  which  is 
receiving  Federal  financial  assistance  or 
is  qualified  under  Title  XIII  should 
automatically  meet  the  definition  and 
should  not  be  required  to  submit 
additional  material  to  the  Secretary,  as 
the  proposed  rules  required,  and  the 
requirement  has  been  eliminated. 

While  one  commenter  fully  supported 
the  definition,  others  questioned  exactly 
which  HMOs,  Federally  and/or 
privately  funded,  would  be  eligible  for 
such  special  consideration.  Another 
respondent  wanted  all  HMOs  to  be 
included  so  that  privately  funded 
organizations  would  not  be 
disadvantaged.  In  response,  the 
Secretary  notes  that  a  process  is  being 
established  whereby  an  HMO  entity, 
other  than  one  already  qualified  or 
receiving  Federal  financial  assistance, 
may  submit  an  application  to  the 
Secretary  to  determine  its  eligibility.  The 
Secretary  wishes  to  emphasize  that  the 
HMO,  not  the  HSA  or  SHPDA,  is 
responsible  for  demonstrating  that  it  is 
“eligible  for  assistance”  for  this  purpose. 

Some  commenters  were  concerned 
with  the  process  of  determining  HMO 
eligibility  for  Federal  assistance.  One 
commenter  stressed  that  the  Department 
should  devote  special  attention  to  the 


issue  of  timing,  since  eligibility  for 
special  consideration  will  have  to  be 
determined  before  an  HMO  makes  a 
certificate  of  need  application.  If 
determinations  are  not  made  promptly, 
the  entire  purpose  of  the  HMO 
provisions  could  be  defeated.  The 
Secretary  will  consider  these  comments 
in  developing  this  determination 
process. 

In  response  to  another  question,  the 
Secretary  notes  that  the  term  HMO 
includes  HMOs  providing  services 
through  individual  practice  associations 
(IPAs),  as  well  as  HMOs  providing 
services  through  medical  groups  or 
members  of  their  own  staffs. 

§  122.304  and  §  123.404  NIHS  subject 
to  review. 

A  commenter  proposed  to  amend  this 
provision  to  include  new  institutional 
health  services  proposed  for  HMO 
members,  because,  in  many  cases,  such 
services  w'ill  be  provided  by  the  HMO 
through  contracts  or  other  arrangements 
with  affiliated  hospitals  and  medical 
groups  and  not  directly  by  the  HMO 
itself.  The  Secretary  notes  that  under 
§  123.404  covered  expenditures  “by  or 
on  the  behalf  of’  an  HMO  and  covered 
health  services  offered  “in  or  through” 
an  HMO  are  within  the  definition  of 
NIHS  subject  to  review.  Accordingly, 
the  Secretary  believes  that  this 
commenter's  concern  is  adequately 
addressed  in  the  regulations. 

§  i22.304(a)  (3),  (4)  and  §  123.404(a)  (3). 
(4)  Changes  in  bed  capacity  and  new 
health  services. 

A  commenter  recommended  that 
certificate  of  need  review  should  be 
required  for  changes  in  bed  capacity  of 
more  than  10  beds  or  more  than  10%, 
and  for  home  health  services  to  the 
extent  such  services  are  provided  to 
non-HMO  patients.  The  Secretary  notes 
that,  with  the  exception  of  the  mandated 
exclusion  of  the  feasibility  study  and 
planning  activities  in  regard  to  HMOs 
which  are  funded  under  sections  1303 
and  1304  of  the  Act,  the  required 
thresholds  apply  to  all  entities  covered 
under  a  State's  program.  Therefore,  the 
thresholds  the  commenter  cited  do  in 
fact  apply  to  HMO  and  non-HMO 
providers  servicing  either  HMO  or  non- 
HMO  patients.  Specifically,  the 
Secretary  notes  that  under 
§  123.404(a)(3),  changes  in  the  bed 
capacity  of  an  HMO  of  more  than  10 
beds  or  10  percent  are  subject  to  review, 
and  that  under  §  123.404(a)(4),  home 
health  services  are  not  required  to  be 
subject  to  review, 

§  123.304(b)(1)  and  §  123.404(b)(1) 
Exclusion  of  HMO  feasibility  and 
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planning  expenditures  from  certificate 
of  need  program  coverage. 

Several  commenters  supported  the 
exclusion  of  all  feasibility  and  planning 
grants  up  to  $200,000  but  pointed  out 
that  amendments  to  State  certificate  of 
need  laws  would  be  necessary.  As 
already  noted,  the  Secretary  agrees  that 
State  legislative  action  may  be 
necessary  to  comply  with  these 
regulations. 

Other  commenters  focused  on  the 
proposed  $200,000  threshold  level.  One 
recommended  that  this  threshold  be 
deleted  because  of  potential  changes  in 
funding  cycles  and  amounts.  This 
commenter  suggested  that  there  should 
be  no  review  of  HMO  planning  or 
feasibility  grants  regardless  of  their 
amount.  Another  commenter  felt  that 
special  thresholds  for  selected  types  of 
projects  would  complicate 
administration  and  that  even  the 
original  $150,000  threshold  might  allow 
significant  and  sometimes  unnecessary 
predevelopment  expenditures.  The 
Secretary’s  decision  to  exclude 
activities  funded  under  these  grants 
from  review  is  consistent  with 
Congressional  intent,  as  discussed  in  the 
Conference  Committee  Report  on  the 
HMO  Amendments  of  1976  (Pub.  L.  94- 
460:  see  H.R.  Rep.  No.  94-1513,  94th 
Cong.  2nd  Sess.,  Sept.  13, 1976,  p.  37). 
that  certificate  of  need  review  take 
place  after  the  feasibility  and  planning 
assistance  has  been  awarded  to  the 
HMO,  but  prior  to  the  award  of  the 
initial  development  grant. 

I  iowever,  the  Secretary  agrees  that 
the  criterion  of  a  dollar  threshold  may 
unnecessarily  require  future  revisions  in 
State  legislation  and,  therefore,  the 
$200,000  figure  has  been  eliminated. 
States  are  urged  to  consider  phrasing 
any  State  statutory  language  broadly  to 
minimize  the  need  to  amend  State 
statutes  repeatedly.  Since  Title  XHl  of 
the  PHS  Act  contains  the  specific  dollar 
figures  authorized  by  the  Congress  for 
feasibility  studies  and  planning  grants 
funded  under  Title  XIII,  it  is 
unnecessary  to  repeat  them  in  these 
regulations. 

One  commenter  indicated  USAs 
should  be  informed  of  all  feasibility 
studies  which  are  being  conducted  in 
their  respective  health  service  areas, 
and  .receive  copies  of  the  final  reports 
for  planning  purposes.  The  Secretary 
suggests  that,  at  the  earliest  possible 
opportunity,  HMOs  contact  the  HS.As  in 
their  areas,  and  seek  to  establish 
cooperative  working  relationships  with 
them  as  required  under  regulations 
issued  under  Title  Xlll.  This  is  true 
especially  because  HSAs  will  be 


conducting  reviews  of  proposed 
feasibility  and  planning  awards  under 
section  1513(e)  of  the  Act  (discussed 
more  fully  below)  as  soon  as  they 
as.sume  the  review  and  approval  or 
disapproval  function.  The  Secretary 
further  suggests  that  planning  agencies 
may  receive  non-confidential 
information  on  any  such  studies  upon 
request  to  the  appropriate  DHEW 
Regional  Office.  However,  the  Secretary 
strongly  believes  that  direct 
communication  between  HSAs  and 
HMOs  is  the  preferred  form  of  contact. 

Some  commenters  asked  if  the 
proposed  regulations  would  preclude 
agency  review  and  approval  or 
disapproval  of  proposed  HMO  uses  of 
Federal  funds  under  section  1513(e)  of 
the  Act  as  well.  If  so,  one  commenter 
strongly  opposed  the  regulations,  urging 
that  the  HSA  should  retain  its  right  to 
approve  or  disapprove  Federal 
expenditures  for  HMOs.  The  Secretary 
assures  these  commenters  that,  as  noted 
above,  HMO  feasibility  studies  and 
planning  grants  will  be  subject  to  review 
by  HS.\s  under  section  1513(e).  The 
Secretary  anticipates  that  because 
section  1,51 3(e)  gives  final  authority  to 
the  Secretary  to  award  Federal 
assistance,  less  opportunity  exists  for 
arbitrary  or  prejudicial  decisions. 
Further,  although  Congress  has 
indicated  that  HMO  feasibility  and 
planning  grant  funds  should  not  be 
reviewed  under  the  new  institutional 
health  services  certificate  of  need 
program,  it  has  not  indicated  that  these 
grants  should  be  deleted  from  reviews 
under  1513(e). 

A  commenter  asked  how  the  HSA 
was  to  know  whether  or  not  to  review' 
the  proposed  feasibility  and/or  planning 
expenditure  under  section  1513(e),  since 
at  the  time  of  application  for  the  funds, 
the  HSA  would  not  know  whether 
Federal  funds  would  be  granted.  The 
Secretary  notes  that  once  the  review 
and  approval  regulations  and 
subsequent  Federal  guidelines  are 
issued,  the  HSA  will  be  able  to  refer  to 
those  documents  for  specific  guidance 
on  their  review  of  proposed  uses  of 
Federal  funds. 

Another  commenter  suggested 
extending  the  exemption  for 
predevelopment  activities  to  non-HMO 
providers  as  well  as  HMOs  funded 
under  Title  XIII,  arguing  that  a 
certificate  of  need  for  a  predevelopment 
stage  activity  in  an  inpatient  or  other 
outpatient  facility  is  of  questionable 
value.  This  and  other  commenters  felt 
that  if  the  level  of  a  substantial 
expenditure  for  a  Federally  assisted 
HMO  is  $200,000  or  $150,000,  the  same 
level  should  apply  to  all  providers.  The 


Secretary  reminds  these  commenters 
that  Congressional  intent,  as  expressed 
in  the  HMO  Amendments  of  1976,  is  that 
feasibility  and  planning  expenditures  by 
HMOs  receiving  assistance  under  Title 
XIII  should  not  be  subject  to  NIHS 
review.  The  Secretary,  therefore, 
disagrees  that  the  same  predevelopment 
threshold  is  necessarily  appropriate  for 
all  providers.  The  HSAs  will  continue  to 
review  the ‘feasibility  and  planning  grant 
applications  under  Title  XIII  of  the  Act 
(see  42  CFR  §  110.204)  and  soon  under 
section  1.513(e)  of  the  Act. 

A  commenter  questioned  the  legal 
authority  for  this  special 
predevelopment  threshold  exemption  for 
HMOs  receiving  funds  under  Title  XIII. 
He  indicated  that  section  1532(c)(8)  of 
the  Act  mandates  that  the  “special 
needs  and  circumstances”  of  HMOs  be 
considered  only  in  the  formulation  of 
criteria  for  review  (section  1532(c)(8)). 
The  commenter  continued  by  stating 
that  the  statute  does  not  grant  either 
Federal  or  non-Federal  HMOs  special 
exemptions  from  certificate  of  need 
reviews.  The  commenter  recommended 
that  Federally-funded  HMOs  be  subject 
to  the  same  certificate  of  need 
thresholds  as  other  health  care 
providers.  In  light  of  the  requirement  of 
section  1523(a)(4)(B)  that  States 
administer  certificate  of  need  programs 
which  are  “satisfactory  to  the 
Secretary."  and  given  the  legislative 
history  of  the  HMO  Amendments  of 
1976  discussed  above,  the  Secretary  has 
concluded  that  issuance  of  these 
provisions  is  w'ithin  his  authority. 

One  commenter  suggested  specifying 
exactly  when  during  the  feasibility 
s^udy  or  planning  activity  the  certificate 
of  need  determination  should  be  sought 
for  any  new  HMO  project.  As  noted 
earlier,  the  certificate  of  need  would  be 
required  for  predevelopment  activities 
under  an  initial  development  grant  or 
loan  guarantee  project,  and  thus  must  be 
obtained  before  undertaking  these 
activities. 

§  122.306  and  §  123.407  Review 
procedures. 

A  commenter  believed  that  general 
improvements  in  the  regulatory 
procedures  would  be  more  effective 
than  the  creation  of  special  procedures 
for  review  of  HMOs.  The  Secretary 
notes  that  more  than  one  method  might 
be  successful  in  correcting  the  problems 
associated  with  timely  review  of  HMOs 
as  well  os  other  providers,  and  hopes 
that  health  planning  agencies  will  take 
the  lead  in  making  recommendations  to 
appropriate  State  bodies.  However,  the 
Secretary  believes  that  these  specific 
procedures  for  the  review  of  HMOs  are 
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the  minimum  safeguards  necessary  for 
timely  review  of  HMO  proposals  and 
are  in  accord  with  congressional  intent. 

The  Secretary  notes  that  Pub.  L.  95- 
619,  the  National  Energy  Conservation 
Policy  Act,  which  became  law  on 
November  9, 1978,  amends  section 
1532(b)(2)  of  the  Act  to  require  that  each 
HSA’s  and  State  Agency’s  procedures 
shall  provde  that  in  the  case  of  “non¬ 
substantive  reviews”  there  be  provision 
for  shortened  review  periods,  i.e.,  less 
than  “to  the  extent  practicable  ...  90 
days.”  In  the  Secretary’s  view,  the  term 
“non-substantive  reviews”  refers  to 
certain  categories  of  reviews  which  the 
Slate  Agency  may  wish  to  conduct  on 
an  expedited  basis,  such  as  projects  for 
energy  conservation  or  emergency 
repairs  which  do  not  directly  affect  a 
facility’s  beds  or  services.  Under  section 
1532(b)(2),  as  amended,  the  State 
Agency  would  be  free  to  expedite  its 
review  of  such  a  proposal;  however,  it 
would  not  be  permitted  to  change  or 
avoid  any  of  its  required  procedures 
under  §  123.407,  except  with  the 
Secretary’s  approval  under  §  123.408 
(“Exceptions  to  the  use  of  procedures”). 
Any  request  for  exceptions  should 
clearly  define  the  category  of  proposals 
to  be  covered  (e.g.,  institutions  of  a 
certain  class  proposing  energy  changes 
of  a  certain  kind  or  within  certain 
limits.)  An  exception  of  this  sort  does 
not,  of  course,  affect  the  other 
procedures  and  criteria  to  be  used 
except  insofar  as  changes  in  them  are 
part  of  the  approved  exception  request. 
The  Secretary  has  decided,  therefore, 
that  because  adequate  provisions 
already  exist  for  obtaining  an  exception 
to  procedures  for  the  conduct  of 
expedited,  or  “non-substantive” 
reviews,  the  regulatory  language  of 
§  122.306(a)(2)  and  §  123.407(a)(2)  need 
not  be  changed.  In  order  to  provide 
opportunity  for  public  comment  on  the 
above  interpretation,  §  122.306(a)(2)  and 
§  123.407(a)(2)  are  issued  as  interim  final 
regulations. 

§  123.407(a)(2)  Procedures  for  SHPDA 
Review, 

One  respondent  believed  that  the 
HSA  review  period  for  HMOs  should  be 
shortened  to  a  maximum  of  30,  rather 
than  60  days,  as  an  HMO  may  still  have 
difficulties  if  it  is  struggling  under 
private  financing.  Because  the 
regulations  provide  that  the  entire 
review  period  for  HMO  applications 
may  not  exceed  90  days,  the  Secretary 
believes  that  a  maximum  of  60  days, 
within  that  90-day  total,  is  appropriate 
for  the  HSA  review. 

A  respondent  indicated  that 
lengthening  the  review  process  does  not 


necessarily  occur  only' during  the 
proposed  90-day  period  or  from  the  date 
of  submission  of  a  completed 
application  to  the  SHPDA  for  review;  it 
may  precede  these  particular  steps.  The 
commenter  continued  by  explaining  that 
certain  State  certificate  of  need  laws 
require  a  Notice  of  Intent  to  be  filed 
with  the  SHPDA  prior  to  the  start  of  the 
90-day  review  cycle.  Subsequently,  a 
determination  is  made  whether  the 
project  needs  full  certificate  of  need 
review,  abbreviated  review,  or  no 
certificate  of  need  review  at  all.  In 
conclusion,  the  respondent  suggested 
that  the  duration  of  these  preapplication 
steps  be  shortened.  The  Secretary 
understands  the  concern  of  the 
respondent  and  will  be  monitoring  these 
types  of  procedures  in  certificate  of 
need  programs.  The  revised  regulations 
require  that  in  review  of  HMO  projects, 
the  HSAs  must  initiate  review  of  the 
application  upon  its  receipt  and  cannot 
require  a  delay  in  the  start  of  the  review 
cycle.  Those  States  wishing  to  require 
Notices  of  Intent,  therefore,  are 
reminded  that  they  must  first  request 
and  be  granted  an  exception  to 
procedures,  provided  for  in  §  123.408. 
“Batching”  of  reviews  will  be 
considered  under  such  an  exception 
request. 

One  commenter  suggested  that  the 
timing  requirements  for  reviews  of 
HMOs  should  apply  to  all  applicants, 
since  unnecessarily  extended  certificate 
of  need  reviews  have  been  troublesome 
for  all  health  providers.  The  respondent 
said  that  what  constitutes  fair, 
equitable,  and  judicious  treatment  of 
one  category  of  applicant  should  be 
sufficient  for  any  other  applicant. 
Experience  under  the  section  1122 
program  has  demonstrated  that  the  vast 
majority  of  all  reviews  has  been 
conducted  within  the  time  limits 
established  in  the  revised  regulations  for 
HMO  review.  The  Secretary  expects 
that  this  will  continue  and  therefore 
sees  no  present  need  to  broaden  these 
provisions  to  non-HMO  providers. 

A  large  number  of  comments  was 
received  regarding  time  schedules  for 
review.  One  commenter  suggested  that 
if  the  HSA  or  SHI 'DA  did  not  meet  the 
time  limits  outlined  in  the  regulations, 
the  HMO  should  have  recourse  to  the 
Secretary.  The  Secretary  wishes  to  note, 
in  this  regard,  that  project  review 
decision-making  authority  in  certificate 
of  need  programs  is  with  the  Stale 
Agency,  and  that  he  has  no  specific 
enforcement  role  with  respect  to 
individual  project  reviews.  Any 
applicant  who  believes  that  a  SHPDA 
has  violated  its  own  review  procedures 
should  have  access  to  State 


administrative  or  judicial  reviews  on 
these  matters.  It  would  be  inappropriate 
for  the  Secretary  to  become  involved  in 
these  matters,  except  to  the  extent  that 
the  Department  oversees  a  SHPDA’s 
general  performance  of  its  Title  XV 
functions. 

Another  respondent  commented  that 
the  special  lime  schedule  provision  for 
HMO  review  seems  inconsistent  with 
the  intent  of  Pub.  L.  93-641,  which  is  to 
allow  for  sufficient  time  for  review  after 
affected  parties  have  been  notified  of 
the  start  of  a  review.  In  those  situations 
where  providers  and  planning  agencies 
have  worked  together  closely  prior  to 
submission  of  the  application,  the  time 
required  for  notification  of  affected 
parties  should  not  be  significant.  In 
addition,  this  commenter  stated  that 
since  all  providers  have  timing 
difficulties  relative  to  the  review 
process,  the  regulations  should  apply 
equally  to  HMOs.  The  Secretary  agrees 
that  in  well  planned  application 
submissions  the  notification  of  affected 
parties  should  be  accomplished  in  a 
brief  time.  However,  because  of  the 
special  financing  problems,  other 
development  needs  of  developing 
HMOs,  and  the  Congressional  aim  to 
stimulate  the  development  of  HMOs, 
immediate  agency  action  on  receipt  of 
HMO  applications  is  necessary.  The 
Secretary  notes  that  some  back-logging 
of  applications  has  occurred  under 
existing  certificate  of  need  programs 
and  wants  to  ensure  this  does  not 
interfere  with  HMO  development  as 
States  begin  to  operate  certificate  of 
need  programs  under  Federal 
regulations.  The  Secretary  disagrees 
with  the  comment  that  ample  time  is  not 
allowed  in  the  revised  regulations  for 
public  comment  on  HMO  applications. 

One  respondent  commented  that 
while  the  60  and  90  day  review  time 
periods  are  currently  appropriate  to 
ensure  expeditious  action,  the  same  time 
limitations  should  not  apply  to  HMO 
projects  for  acute  care  impatient 
capacity.  This  commenter  suggested 
modification  of  the  time  requirement 
based  either  on  project  scope  or  amount 
of  capital  investment.  The  Secretary 
wishes  to  state  again  that  exceptions  to 
the  required  procedures  may  be 
requested  under  §  122.307  and  also 
under  §  123.408,  and  advises  planning 
agencies  to  be  in  communication  with 
the  appropriate  DHEW  Regional  Office 
as  they  develop  specific  exception 
requests.  In  the  area  of  hospital  or  other 
inpatient  care,  he  encourages  HMOs  to 
lease,  contract,  or  enter  other  sharing 
arrangements  to  obtain  the  use  of 
facilities  owned  and  operated  by  non- 
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HMO  providers  instead  of  developing 
new,  unnecessary  facilities. 

One  commenter  objected  that  the  • 
proposed  regulations  seem  to  allow  an 
HMO  to  submit  an  incomplete 
application  and  require  a  State  Agency 
to  review  if  within  90  days;  that 
apparently  under  §  123  411  a  SHPDA 
may  be  required  to  grant  approval  of  an 
imcomplefe  application;  and  that 
§  123.407{a)(15),  which  requires  that  a 
State  Agency's  failure  to  act  on  an 
application  is  to  be  considered  a 
disapproval,  would  be  inoperative  under 
the  proposed  regulations.  The 
commenter  suggested  that  the  QO-day 
review  period  commence  upon  receipt  of 
a  complete  application.  In  response,  the 
Secretary  has  clarified  the  regulations  at 
§  123.407(a)(2)  to  provide  that  the  90 
days  run  from  receipt  of  the  application, 
but  only  if  the  application  provides  the 
informaton  which  the  SHPDA  has 
published  as  being  required  in 
accordance  with  §  123.407(a)(3).  Pre¬ 
application  consultation  between 
agencies  and  HMOs  will  minimize  the 
problems  in  this  area,  as  will  full 
publication  by  the  planning  agencies  of 
what  information  is  required  of  the 
HMO  applicant,  in  accordance  with 
§  122.306(a)(3)  and  §  123.407(a)(3). 

It  is  emphasized  that  §  123.407(a)(15) 
is  and  must  be  operative  for  HMOs  as 
well  as  other  applicants  in  order  to  be 
consistent  with  section  1523(a)(4)(B)  of 
the  Act.  which  requires  a  positive 
finding  of  need  prior  to  the  offering  of 
services  subject  to  NIHS  review.  The 
language  of  §  123.407{a)(15)  has  been 
modified  to  ensure  that  a  certificate  of 
need  shall  not  be  issued  unless  the 
SHPDA  has  found  the  proposed  NIHS  to 
be  needed,  but  no  longer  states  that  non¬ 
action  by  the  SHPDA  requires  the 
project  to  be  deemed  disapproved.  This 
modification  is  in  harmony  with 
apparent  Congressional  intent  not  to 
disadvantage  an  epplicant  because  of 
SHPDA  inaction,  Thus,  for  example,  if  a 
SHPDA  did  rot  take  action  on  an 
application  within  the  required  time 
frame,  the  applicant  would  not  have  the 
stigma  of  a  disapproval  avomatically 
associated  wi  J-.  its  proposal. 

In  response  to  comruents  that  it  wu'l! 
be  im.possible  to  obtain  appioval  of 
additional  criteria  from  the  Secretary 
within  the  GO  day  review  time,  the 
Secretary  wishes  to  clarify  that 
additional  criteria  for  HMOs  for  w  hich 
assistance  may  be  provided  under  Title 
XIII  of  the  Act  must  be  formulated  not 
only  with  the  approval  of  the  Secretary, 
but  also  in  accord  with  the  adoption  and 
public  notice  of  review  procedures  and 
criteria  provisions  of  §  123.406  and 
§  122.305.  All  criteria,  then,  are  required 


to  be  prescribed  and  published  prior  to 
their  use;  criteria  to  be  used  cannot  be 
developed  on  an  ad  hoc  basis  for 
individual  review  as  the  commenters 
seemed  to  believe. 

§  122.306(a)(5)  and  §  123.407(a)(5) 

Notice  of  agency  findings. 

A  commenter  indicated  that  the 
proposed  language  requiring  the 
planning  agency  to  inform  the 
appropriate  DHEW  Regional  Office  of 
its  fundings  in  the  case  of  HMOs  would 
unnecessarily  increase  the  paperw'ork  of 
the  health  planning  agencies.  This 
provision  does  not  impose  a  new- 
reporting  requirement,  but  merely 
requires  a  copy  of  the  written  findings 
made  in  accord  with  §  122.306(a1(5)  and 
§  123.407(a)(5)to  be  sent  to  the  Regional 
Office. 

§  123.3U8(a)  and  §  123.409(a)  Criteria 
for  review. 

Public  Law  95-619,  referred  to  above, 
the  National  Energy  Consen/ation  Policy 
Act.  also  added  paragraph  (c)(10)  to 
section  1532(c)  of  the  Act.  providing  for 
an  additional  criterion.  This  requires 
consideration  of  the  special 
circumstances  of  health  care  facilities 
and  HMOs  with  respect  to  the  need  for 
conserving  energy.  This  provision  has  . 
been  incorporated  into  the  regulations 
as  §  122.308(a)(14)  and  §  123.409(a)(14). 

Several  respondents  made  general 
comments  regarding  the  proposed 
criteria  for  review.  The  majority  of  these 
comments,  most  of  them  from  HMOs, 
fully  supported  lim.iting  the  criteria  to  be 
used  by  HSAs  and  SHPDAs  because  of 
the  distinct  character  of  the  HMO 
system  of  health  care  delivery. 

One  commenter  stated  that  without 
the  use  of  separate  criteria  to  determine 
the  reed  for  HMOs,  parties  interested  in 
developing  this  type  of  prepaid  health 
system  would  have  to  spend  large 
amounts  of  time  and  m.oney  to  overcome 
bias  in  the  established  medical  and 
health  fields  against  this  type  of 
alternative  health  delivery  system. 
Others  supported  these  sections  because 
the  provisions  permit  HMOs  to  grow 
and  develop  while  allowing  planning 
agencies  to  perform  adequate  reviews  of 
HMO  projects.  Another  commenter 
observed  that  these  criteria  are  clearly 
mandated  by  the  Congress  in  the 
Conference  Report  (House  Report  94- 
1.513)  describing  the  intent  of  section  117 
of  the  HMO  Amendments  of  1976  (Pub. 

L.  94-46-^. 

A  number  of  comments,  however, 
were  received  which  objected  to  the 
review  criteria  provisions.  Commenters 
indicated  that  all  HMO  proposals  should 
be  reviewed  under  all  the  review  criteria 


contained  in  the  NIHS  regulations. 
Others  believed  that  the  review  criteria 
proposed  are  so  narrow  that  the  needs 
of  theliealth  service  area  cannot  be 
considered  and  that  this  circumvents  the 
intent  of  Pub.  L.  93-641. 

As  noted  elsewhere  in  this  preamble, 
the  restricted  review-  criteria  apply  only 
to  HMOs  which  may  be  eligible  for 
Federal  assistance  under  Title  XIII.  not 
automatically  to  any  entity  calling  itself 
an  HMO.  In  addition,  §  122.308(c)  and 
§  123.409(c)  include  a  provision  that  the 
criteria  for  project  reviews  of  such 
HMOs  may  be  expanded  upon  the 
Secretary’s  approval  of  additional 
review  criteria.  Procedures  for  approval 
of  criteria  will  be  developed  and  will  be 
transmitted  to  health  planning  agencies. 
HMOs  and  other  interested  groups. 
Therefore,  the  Secretary  does  not  agree 
that  the  review  criteria  are  too  nairow 
or  that  they  circumvent  the  intent  of 
Pub.  L.  93-641. 

Several  commenters  felt  that  the 
proposed  regulations,  particularly  the 
Federally  imposed  limitation  on  HMO 
review  criteria,  impede  the  ability  of 
planning  agencies  either  to  conduct 
local  health  planning  or  to  formulate  a 
local  plan  for  the  rational  development 
of  HMOs  in  their  areas,  and  to  base 
their  certificate  of  need  decisions  on 
that  plan.  The  Secretary  feels  the 
regulations  do  not  prevent  planning 
agencies  from  planning  for  HMO 
development,  i.e.,  planning  for  projected 
HMO  members.  On  the  contrary,  such 
planning  is  encouraged.  The  Secretary 
has  modified  §  122.308(a)(10)(ii)  and 
§  123.409(a)(10)(ii)  to  include  the 
availability  of  services  from  not  only 
non-HMOs,  but  also  other  HMO 
providers.  The  regulations  now  simply 
limit  the  review  criteria  to  an  evaluation 
of  the  needs  of  the  HMO  members  and 
of  the  availability  of  the  services  from 
non-HMO  providers  or  other  HMOs.  and 
require  that  disapprovals  not  be  based 
on  extraneous  factors.  It  is  advisable  for 
planning  agencies  to  consider  the 
interface  between  the  development  of 
HMOs  a.nd  existing  services  and 
facilities.  This  will  be  particularly 
important  as  agencies  initiate 
appropriateness  reviews  and  make 
public  their  findings  in  these  reviews.  In 
addition,  the  Secretary  notes  that  under 
§  123.310  and  §  123.411.  Required 
findings,  health  planning  agencies  are 
required  to  recommend  or  grant 
certificates  of  need  only  if  the  proposed 
services  are  not  available  to  the  IIMO  in 
an  acceptable  manner  from  within  the 
existing  health  care  syste.m.  He  hopes 
that  the  combined  effect  of  the  review 
criteria  and  the  required  findings  will  be 
such  that  HMOs  will  become  better  able 
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to  utilize  existing  non-HMO  facilities 
and  service  providers  while, 
nevertheless,  maintaining  the 
competitive  benefits  of  an  alternative 
system. 

In  response  to  a  commenter  who 
expressed  concern  that,  by  the 
Department’s  attempt  to  promote 
HMOs,  local  and  State  reviews  were 
being  obviated  by  the  limited  review 
criteria  and  that  this  in  turn  would  lead 
to  implementation  of  unfeasible  HMO 
projects,  the  Secretary  offers  the 
following  explanation.  Even  prior  to  the 
recent  amendment  of  section  1122  of  the 
Social  Security  Act,  which  eliminated 
HMOs  and  their  ambulatory  care 
facilities  from  section  1122  review. 
Congressional  intent  as  expressed  in  the 
HMO  Act  of  1973,  the  National  Health 
Planning  and  Resources  Development 
Act  of  1974,  and  the  HMO  Amendments 
of  1976  mandated  that  the  Department, 
through  the  health  planning  agencies, 
assist  the  development  of  HMOs  as  an 
alternative  delivery  system.  These 
Congressional  mandates  were  the 
reason  that  the  Department  issued  the 
March  17  NPRM  proposing  to  revise  the 
NIHS  regulations  to  facilitate  the 
development  of  HMOs. 

In  addition,  the  Secretary  notes  that 
the  Department’s  Office  of  HMOs  will 
review  projects  for  Federal  assistance, 
monitor  the  performance  of  most  of  the 
HMOs  to  which  these  criteria  provisions 
apply,  and  thereby  be  able  to  determine 
wnich  proposals  are  not  feasible. 
Further,  for  HMOs  which  apply  for 
Federal  assistance,  the  Department  will, 
after  considering  the  advice  of  the  HSA 
in  its  conduct  of  reviews  under  42  CFR 
§  110.204  or  §  1513(e),  have  final 
authority  to  determine  whether  to  grant 
the  applicant  Federal  funds. 

One  commenter  objected  to  the  use  of 
the  word  “arbitrary”  in  the  March  17 
NPRM  in  describing  some  of  the  HSAs’ 
past  procedures  and  recommendations 
in  reviews  of  HMOs.  The  commenter 
indicated  that  HSAs  have  acted 
appropriately  in  their  review  of  HMOs. 
While  this  may  be  true  as  a  general  rule, 
the  Department  has  received  a  number 
of  reports  that  HMOs  have  been  treated 
arbitrarily  by  health  planning  agencies. 

Further,  the  Secretary  disagrees  with 
the  HSA  commenter  who  believed  that 
the  original  HSA  and  SHPDA 
regulations  sufficiently  protected  HMOs 
from  the  arbitrary  recommendations  or 
decisions  of  planning  agencies.  He 
believes  that  these  revised  criteria  for 
review  are  also  an  important  protection 
and  that  as  health  planning  agencies 
request  approval  of  additional  criteria, 
an  important  educational  process  will 
ensue  among  health  planning  agencies 


on  the  characteristics  of  HMOs  and 
alternative  delivery  systems  generally. 
The  Secretary  believes  that  too  few 
persons  are  knowledgeable  about 
HMOs,  their  effects  and  their  services, 
and  thus  he  encourages  health  planning 
agencies  to  become  more 
knowledgeable  about  them. 

Another  respondent  objected  to  the 
provision  in  §  123.409(a)  which  states 
that  HMOs  would  not  be  subject  to  the 
other  review  criteria  under  that 
paragraph.  The  commenter  noted  that 
the  “special  needs  and  circumstances” 
of  HMOs  is  only  one  of  the  nine  factors 
and  that  the  other  eight  considerations 
must  be  considered  in  reviews  of  HMO 
as  well.  The  commenter  felt  if  the 
Secretary  were  to  exempt  HMOs  in  the 
manner  proposed  by  the  regulations,  he 
would  in  effect  be  illegally  amending  the 
statute.  Another  commenter  suggested 
that  if  problems  exist  in  the  regulatory 
process,  equity  demands  that  these  be 
corrected  for  all  providers. 

The  Secretary  is  of  the  view  that  Title 
XV  of  the  PHS  Act  authorizes  him  to 
modify  the  criteria  for  reviews  of  HMO 
proposals.  He  cites  not  only  section 
1532(a),  which  states  that  agencies  must, 
“*  *  *  except  to  the  extent  approved  by 
the  Secretary,  follow  procedures,  and 
apply  criteria,  developed  and  published 
by  the  agency  in  accordance  with  the 
regulations  of  the  Secretary,”  and 
section  1532(c)(S),  which  mandates 
consideration  of  special  needs  of  HMOs 
which  may  be  eligible  for  assistance 
under  Title  XIII,  but  also  section 
1523(a)(4)(B),  which  requires  SHPDAs  to 
administer  State  certificate  of  need 
programs  that  are  satisfactory  to  the 
Secretary.  Thus,  the  legislation  provides 
the  Secretary  flexibility  to  adopt 
regulations  imposing  specific 
requirements  for  review  of  HMOs  under 
State  certificate  of  need  programs. 
Moreover,  the  last  sentence  of  section 
1532(c)  provides  that  “the  criteria 
established  by  any  [HSA]  or  (SHPDA) 
under  paragraph  (8)  shall  be  consistent 
with  the  standards  and  procedures 
established  by  the  Secretary  under 
section  1306(c)  of  this  Act.”  The 
standards  which  the  Secretary  is 
developing  under  section  1306(c)  are,  in 
accordance  with  the  legislative  history 
of  the  HMO  Amendments  of  1976 
discussed  above,  limited  to  the  same 
considerations,  set  forth  in 
§  122.308(a)(10)  and  §  123.409(a)(10).  See 
43  FR  11472-6. 

In  response  to  the  commenters  who 
predicted  costly  duplication  of  services 
and  equipment,  the  Secretary  wishes  to 
emphasize  that,  while  some  duplication 
may  continue  to  occur  as  it  has  in  all 
health  delivery  systems  prior  to  these 


revised  regulations,  he  does  not  believe 
that  the  regulations  will  contribute  to 
that  duplication.  Indications  are  that 
because  the  numbers  of  providers  and 
facilities  are  limited,  as  HMOs  develop, 
existing  providers  and  facilities  may 
either  join  with  HMOs  or  may  cooperate 
with  them  in  providing  services  as  they 
better  understand  HMOs.  It  was  with 
this  specific  intention  that  the  §  122.307 
and  §  123.408  and  §  122.310  and 
§  123.411  provisions  were  developed: 
these  provisions  limit  the  bases  on 
which  a  certificate  of  need  may  be 
denied  for  an  HMO  proposal.  For 
example,  one  such  reason  for  denial 
might  be  that  the  HMO  is  able  to  obtain 
the  necessary  services  for  its  members 
through  arrangements  with  existing 
providers  in  a  mapner  consistent  with 
its  method  of  operation.  The  Secretary 
thus  hopes  to  encourage  cooperative 
competition  among  the  various  sectors 
of  the  health  system. 

Some  commenters  felt  it  would  be 
unwise  to  allow  the  development  and 
expansion  of  Title  XIII  HMOs  in  an  area 
where  the  population  size  is  such  that 
existing  prepaid  plans  would  be 
adversely  affected  by  such  additional 
competition.  They  predicted  under¬ 
utilization  of  services  similar  to  that 
presented  by  the  proliferation  of 
hospitals. 

The  Secretary  points  out  that 
developing  or  new  HMOs  utilize  many 
of  the  health  personnel  and  facilities 
already  present  in  the  service  area.  The 
regulations  aim  to  prevent  the 
duplication  of  unneeded  facilities  and 
services  by  new  HMOs  when  these  are 
available  through  coordination  or 
contract  with  non-HMO  providers. 
Further,  the  Secretary  notes  that  even  in 
areas  which  have  multiple  HMOs  in 
existence,  studies  indicate  that 
additional  cost  benefits  can  be  achieved 
by  HMO  competition.  Therefore, 
competition  among  several  HMOs  may 
not  be  harmful.  In  any  event,  the 
planning  agencies  may  consider  these 
factors  under  the  consideration  which 
refers  to  the  need  for  the  proposed 
services  by  projected  members  of  the 
HMO  (see  §  123.409(a)(10)(i)):  they  may 
thus  evaluate  whether  there  is  a  need 
for  an  HMO  at  all. 

One  respondent  pointed  out  that  the 
proposed  regulations  made  no  provision 
for  the  HMO  which  creates  a 
contracting  and  administering  network 
within  the  existing  community  of 
providers  and  facilities  to  guarantee  the 
availability  of  health  care  services  as 
specified  in  the  HMO  contractual 
benefits  package.  The  Secretary  wishes 
to  clarify  that  if  any  entity  covered  by 
the  State  certificate  of  need  program 
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wishes  to  Institute  “new  services,”  as 
defined  by  the  State,  not  regularly 
offered  by  that  entity  in  the  previous 
twelve  month  period,  a  certificate  of 
need  must  be  obtained.  He  wishes  to 
note  that  if  these  services  were  to  be 
offered  or  provided  on  behalf  of  the 
HMO  by  a  provider  not  ordinarily 
subject  lo  the  certificate  of  need 
requirements  of  a  State,  a  certificate  of 
need  would  be  required.  The  reader  is 
referred  to  page  4006  of  the  January  21, 
1977,  Federal  Register,  w  hich  discusses 
this  issue  more  fully. 

Further,  he  wishes  to  note  that  the 
revised  regulations  for  certificate  of 
need  review  are  available  for  all  HMO 
entities  which  may  be  eligible  for 
assistance  under  Title  Xill.  Therefore, 
the  individual  practice  association  (IPA) 
inodel  HMO  to  which  the  commenter 
seems  to  be  making  reference,  if  eligible 
for  this  assistance,  would  be  reviewed 
under  the  “special  consideration"  and 
“required  findings"  provisions. 

The  commenter  added  that  there 
should  be  a  “grandfather  clause"  to 
assist  those  developing  HMOs  which 
have  been  funded  in  the  past.  The 
Secretary  notes  that  Title  XV  does  not 
permit  a  “grandfather  clause."  He 
expects,  however,  that  those  developing 
HMOs  to  which  the  respondent  refers 
will  be  sufficiently  assisted  by  the 
revised  regulations. 

Commenters  urged  that  the 
Department  extend  these  regulatory 
provisions  to  cover  ail  those  entities, 
particularly  those  involved  with 
federally  funded  research  and  training 
of  health  professionals,  whose  proposals 
are  unique  due  to  their  “special  needs 
and  circumstances.”  One  commenter 
reported  that  other  organizations 
besides  HMOs  have  encountered 
problems  in  the  regulatory  process.  A 
commenter  requested  that  Federal  ” 
research  and  training  projects  not  be 
subject  to  .\THS,  certificate  of  need 
review.  Because  the  statutory  provisions 
and  legislative  history  noted  above 
identify  oniy  HMOs  as  being  entities 
which  the  Congress  believed  required 
the  special  provisions  set  forth  in  these 
regulations,  the  Secretary  has  not 
extended  the  revised  regulations  to 
entitites  other  than  HMOs  eligible  for 
assistance  under  Title  XIII.  How'ever, 
health  planning  agencies  are  already 
required  under  §  122.308(a)  (9)  and  (11) 
and  §  123.409(a)  (9)  and  (11)  to  consider 
the  special  needs  and  circumstances  of 
certain  other  entities.  He  prefers  to 
leave  decisions  regarding  the  specific 
criteria  developed  regarding  their 
special  needs  to  local  and  State 
planning  agencies.  He  does  not  equate 
the  problems  encountered  by  these 


entities  with  those  of  developing  HMOs. 
However,  he  urges  these  organizations 
to  communicate  with  the  planning 
agencies  about  their  special  needs  and 
circumstances. 

§  122.308(a)  and  §  123.409(a)(3)  Need 
for  present  and  proposed  services. 

Orte  commenter  requested 
clarification  of  this  section  and 
suggested  that  the  regulatory  language 
be  as  specific  and  descriptive  as  that 
expressed  in  the  Preamble  to  the 
proposed  rules.  The  Secretary  agrees 
that  clarification  is  appropriate  and  has 
revised  §  122.308(a)(3)  and 
§  123  409(a)(3)  accordingly.  These 
sections  now  refer  both  to  the  needs  of 
the  population  to  be  served  for  the 
proposed  services  and  to  the  effect  of 
any  reduction  or  elimination  of  services 
on  the  needs  of  the  population  presently 
served  by  those  services.  In  addition, 
these  sections  further  describe  the 
“population"  served  or  to  be  served  as 
including  low  income  persons,  racial 
and  ethnic  minorities,  women, 
handicapped  persons,  and  other 
underserved  groups.  Further  discussion 
of  these  population  groups  is  set  forth  in 
regard  to  §  122.308(d)(13)  and 
§  123.409(a)(13). 

§  122.308(a)(10)(i)  and  §  123.409{a)(10)(i) 
Needs  of  HMO  members. 

The  specific  criteria  which  planning 
agencies  are  required  to  consider  in  the 
certificate  of  need  review  (i.e.,  needs  of 
present  and  anticipated  HMO  members) 
drew  considerable  comment.  The 
Secretary,  although  he  agrees  with  a 
commenter  who  states  that  HMOs 
themselves  must  properly  plan  for 
services,  does  not  agree  that  HS.As  and 
SHPDAs  will  be  planning  only  for  non- 
HMO  populations.  He  notes  that  it  is  the 
responsibility  of  health  planning 
agencies  to  plan  for  health  services  for 
the  total  population  of  their  planning 
areas  for  all  types  of  services,  including 
those  services  which  are  entirely  outside 
the  certificate  of  need  review  process. 
Nothing  in  these  amendments  lessens 
the  responsibility  of  health  planning 
agencies  to  plan  for  the  segment  of  the 
population  who  are  HMO  enrollees.  In 
response  to  another  comment,  the 
Secretary  agrees  that  population  based 
planning  must  take  into  consideration 
that  certain  populations  obtain  services 
from  one  particular  entity,  e.g.,  HMO 
membership  and  populations  which 
receive  care  from  the  Veterans 
Administration  and  the  Department  of 
Defense.  For  that  rea.son,  he  disagrees 
with  the  commenters  who  feel  planning 
for  HMOs  creates  artificial  population 
groups. 


In  response  to  that  comment  and  to  an 
inquiry  on  how  to  integrate  HMO 
member  planning  and  population  based 
planning,  the  Secretary  notes  that 
estimates  of  services  for  HMO  members 
are  part  of  the  developmental  planning 
which  HMOs  receiving  Federal  financiaF 
assistance  must  undertake.  The  state-of- 
the-art  for  estimating  needs  of  HMO 
enrollees  is  becoming  more  refined. 
Further,  health  planning  techniques  for 
population  based  planning  are  rapidly 
improving  as  planning  agencies  gain 
more  diverse  and  extensive  experience 
with  various  populations.  The 
integration  of  broad  population  based 
planning  with  planning  for  developing 
HMOs  is  feasible.  One  method  which 
may  be  effective  is  to  identify  HMO 
enrollees  as  a  subset,  within  an 
acceptable  numerical  range,  of  the 
broader  population  group.  For  example, 
the  HMO  can  provide  the  HSA  and 
SHPDA  with  information  on  the 
demographic  characteristics  of  its 
enrollees  or  projected  enrollees:  the 
planning  agency  will  then  be  able  to 
extrapolate  from  this  reference  group  to 
the  overall  population. 

§  122.308(a)(10)(ii)  and 
§  123.409(a)(10)(ii)  Availability  of 
services  from  other  providers. 

Many  respondents  approved  the 
criterion  which  describes  the  factors  to 
be  used  in  determining  whether  an 
HMO  can  obtain  services  from  non- 
HMO  providers  in  a  reasonable,  cost 
effective  manner.  The  Secretary  believes 
that  the  provision  will  prevent 
duplication  of  services  already  existing 
outside  HMOs  by  encouraging  HMOs 
and  non-HMOs  to  share  facilities  and 
services  while  remaining  in  competition 
in  regard  to  their  method  of  health 
financing,  i.e.,  prepaid  or  fee-for-service 
systems. 

In  response  to  a  commenter  seeking 
clarification  of  the  documentation  of 
efforts  to  utilize  existing  facilities  which 
should  be  required,  the  Secretary 
expects  that  HSAs  and  SHPDAs  will 
establish  a  process  to  determine  the  role 
that  health  planning  agencies,  HMO 
applicants,  and  existing  providers  w'ill 
play  in  this  important  area. 

One  commenter  requested 
clarification  of  the  meaning  of 
§  122.308(a)(10)(ii).  w'hich  discusses 
consistency  with  the  basic  method  of 
operation  of  the  HMO.  Referencing 
paragraph  (a)(10)(ii)(D).  another 
commenter  recommended  that  the  term 
“administratively  feasible"  be  carefully 
defined.  Tlie  Secretary  notes  that  the 
mode  of  operations  may  differ  among 
HMOs.  Some,  such  as  staff  or  medical 
group  model  HMOs,  deliver  services  at 
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one  site,  or  nearby  facilities;  others, 
such  as  IPA  model  HMDs,  provide 
services  at  the  ofHces  of  providers 
throughout  their  service  areas.  The 
language  used  is  to  ensure  that  HMOs 
will  not  be  required  to  enter  into 
agreements  which  would  require 
multiple  service  facility  sites  across  the 
HMO’s  service  area  or  which  would  be 
inconsistent  with  other  aspects  of  their 
organization  or  operation,  such  as  their 
systems  for  utilization  controls,  quality 
of  care  review,  or  methods  of  payment. 

Commenters  questioned  whether 
Federal  money  expended  for  the 
development,  operation  or  expansion  of 
HMOs  must  or  should  be  considered  as 
part  of  a  cost  comparison  under 
paragraph  (a)(10)(ii](C).  Another 
commenter  expressed  concern  regarding 
comparisons  of  organizations  with 
dissimilar  accounting  and  reporting 
systems,  or  services  and  overhead.  The 
Secretary  notes  that  many  such  speciHcs 
are  not  appropriate  for  these 
regulations,  recognizing  that  health 
planning  agencies,  together  with  HMOs 
and  non-HMO  providers,  will  have  to 
work  out  many  details  to  implement 
them.  The  planning  agencies  must  adopt 
and  publish,  under  §  122.305  and 
§  123.406,  the  specific  criteria  for  all 
reviews.  Clearly,  adjustments  to  ensure 
comparable  cost  comparisons  need  to  be 
made  in  order  for  a  fair  comparison  of 
costs  to  occur.  In  response  to  concerns 
expressed  by  some  commenters,  the 
Secretary  intends  to  monitor  the 
development  of  HMOs  and  the  actions 
of  the  non-HMO  provider  community  in 
relation  to  reasonable  costs  of  contracts 
for  services  to  HMO  members. 

§  122.308(a)(10)(iii)  and 
§  123.409(a)(10](iii]  Other  factors 
which  an  HSA  may  propose 

A  number  of  commenters  supported 
this  provision.  One  respondent  stated 
that  the  Secretary  should  consider  only 
whether  the  additional  criteria  are 
consistent  with  the  purpose  of  Title  XIII 
of  the  Act,  and  that  any  criteria  should 
also  apply  to  all  applicants,  whether 
HMO  or  non-HMO  providers.  Another 
felt  that  the  provision  would  prevent 
HSAs  from  developing  criteria  biased 
against  HMOs  and  that  the  Secretary 
should  carefully  deliberate  prior  to 
approval  of  additional  criteria. 

The  Secretary  notes  that  additional 
criteria  will  be  approved  only  after 
review  by  the  Department’s  Regional 
Office  staff  for  both  the  health  planning 
and  HMO  programs,  noting  that  these 
decisions  should  be  consistent  with  Title 
XIII  of  the  Act. 

§  122.308(a)(13)  and  §  123.409(a)(13) 
Needs  of  medically  underserved  groups 


and  groups  with  problems  of  equal 
access  to  health  care 

Commenters  both  praised  and 
criticized  the  proposal  that 
consideration  be  given  to  the 
contribution  of  the  proposed 
institutional  health  ser\'ice  in  meeting 
the  health  related  needs  of  women, 
minorities  and  the  handicapped.  Some 
suggested  that  the  regulations  be 
expanded  to  include  additional  groups 
such  as  the  elderly,  children,  pregnant 
women  and  the  medically  underserved 
generally,  whose  health  care  problems 
merited  special  consideration. 

Others  thought  that  there  is  no 
evidence  that  women  and  minorities 
have  special  unmet  health  care  needs 
and  that  requiring  their  consideration 
places  HSAs  in  the  role  of  civil  rights 
investigators.  Another  commenter 
questioned  the  legal  basis  for  the  section 
and  said  that  §  122.308(a)(3),  (the  “need 
that  the  population  served  *  *  *  has  for 
such  services”)  logically  includes 
consideration  of  any  special  needs.  One 
commenter  suggested  that  such 
consideration  prevented  giving  equal 
consideration  to  needs  of  all  individuals 
in  the  health  service  area.  And  finally,  a 
State  Agency  stated  that  this  provision 
was  unnecessary  because  consideration 
of  the  needs  of  these  and  other  groups 
would  already  be  part  of  an  agency's 
planning  process. 

After  thoughtful  consideration  of  the 
comments,  the  Secretary  is  revising 
§  122.308(a)(13)  and  §  lb.409(a)(13)  by 
stating  that  special  consideration  shall 
be  given  to  the  needs  of  “members  of 
medically  underserved  groups  and 
members  of  groups  which  have 
traditionally  experienced  difficulties  in 
obtaining  equal  access  to  health 
services  *  *  *"  The  regulation  cites  low 
income  persons,  racial  and  ethnic 
minorities,  women,  and  handicapped 
persons,  as  examples  of  these  groups. 
The  Secretary  points  out  that  these  are 
only  illustrative  and  that  there  may  be 
other  groups  whose  needs  merit  special 
attention  in  particular  health  service 
areas  or  States.  The  regulations  then 
call  attention  to  those  health  related 
needs  identified  in  the  applicable  health 
systems  plan  and  annual 
implementation  plan  as  deserving  of 
priority. 

The  Secretary  believes  the  revision 
serves  several  purposes.  First,  while 
highlighting  several  of  the  more 
prominent  groups  which  are 
underserved  or  have  problems  of  access, 
it  does  not  limit  consideration 
exclusively  to  them.  Second,  it  enables 
agencies  to  identify  the  groups  in  their 
area  which  have  traditionally 
experienced  access  problems  and  to 


provide  special  consideration  as  to  how 
the  health  related  needs  of  these  groups 
can  be  met.  Third,  while  the  section  is 
not  meant  to  encourage  the  planning  or 
carrying  out  of  reviews  by  population 
subgroups,  it  is  designed  to  remind  the 
agencies  that  the  Secretary  is  vitally 
interested  in  the  health  care  that  is 
accorded  to  these  example  groups  and 
will  be  monitoring  their  situations 
closely. 

While  the  Secretary  agrees  that 
consideration  of  the  "need  the 
population  served  *  *  *  has  for  such 
(proposed)  services”  can  be  read 
broadly  to  include  the  needs  of  these 
groups,  he  has  concluded  that  this  more 
explicit  statement  is  necessary  for  the 
following  reasons.  First,  it  is  the  most 
appropriate  way  to  call  attention  to 
problems  of  equal  access  and  medical 
underservice,  given  the  Department’s 
strong  commitment  to  resolving  these 
problems.  Second,  it  includes  the  needs 
of  these  population  groups  for  services 
other  than  the  proposed  services;  in 
particular,  existing  services  which  may 
be  reduced  or  eliminated  as  a  result  of 
the  proposal.  (In  this  regard,  see 
paragraph  (a)(3)  of  these  sections.) 

Because  section  1532(c)  of  the  Act 
refers  to  criteria  which  include 
consideration  of  “at  least”  the  factors 
specified  in  the  Act,  because  the 
Secretary  views  paragraph  (a)(13)  as 
being  in  part  a  more  explicit  statement 
of  paragraph  (a)(3)  (which  is  derived 
from  section  1532(c)(3)  of  the  Act),  and 
because  issues  of  equal  access  and 
medical  imderservice  were  so  explicitly 
referred  to  by  the  Congress  in  enacting 
Title  XV  (see,  for  example,  sections  2(a) 
(2)  and  (3)  of  Pub.  L.  93-^1,  sections 
1502  and  1532(c)  of  the  Act),  the 
Secretary  views  the  promulgation  of 
paragraph  (a)(13)  as  clearly  being 
authorized. 

One  commenter,  in  supporting  the 
requirement  in  the  proposed  rules  of  a 
special  criterion  concerning  women, 
minorities,  and  the  handicapped,  also 
suggested  that  health  planning  agencies 
be  obliged  to  make  a  formal  written 
finding  that  women,  minorities,  and  the 
handicapped  were  not  discriminated 
against  before  arriving  at 
recommendations  or  decisions 
approving  the  relocation  of  health 
facilities  or  the  termination  of  health 
services.  The  Secretary  points  out  that 
the  regulations,  at  §  122.306(a)(5)  for 
HSAs,  and  §  123.407(a)(5)  for  State 
Agencies,  require  these  agencies  to 
make  written  findings  which  state  the 
basis  for  any  final  decision  or 
recommendation  made  by  them.  These 
findings  are  expected  to  be  made  with 
respect  to  any  of  the  required  criteria 
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which  have  an  impact  or  bearing  on 
individual  health  planning  agency 
decisions  and  recommendations. 
However,  because  of  the  impact  that 
relocation  of  health  facilities  and 
termination  of  health  services  may  have 
on  minority  populations,  the  Secretary 
urges  all  State  Agencies  and  HSAs  to 
consider  this  impact  and  to  be 
particularly  careful  to  make  the  required 
hndings  with  respect  to  this  new 
criterion.  The  Secretary  notes  that  these 
findings  will  be  monitored  by  the 
Department  as  agencies  seek  to  renew 
their  designation  agreements  and  as  part 
of  the  regular  monitoring  called  for  by 
section  1535(c)  of  the  Act,  in  order  to 
ensure  that  the  appropriate  Hndings  are 
developed. 

One  organization  supported  this 
proposed  regulation,  but  referring  to  the 
developmentally  handicapped  requested 
that  §  122.308(a)(4]  and  §  123.409(a](4] 
be  revised  to  read  “the  availability  of 
less  costly,  more  effective,  less 
restrictive  or  more  normalizing 
alternative  methods  of  providing  such 
ser\'ices.”  The  commenter  wanted  the 
same  underlined  phrase  to  be  included 
in  §  122.309(b)(1)  and  §  123.410(b)(1)  for 
review  of  inpatient  facilities.  The 
Secretary  declines  to  accept  this 
suggestion.  He  feels  that  the  revised 
language  for  §  122.308(a)  (3)  and  (13) 
and  §  23.409(a)  (3)  and  (13)  provides 
adequate  assurance  that  the  needs  of 
handicapped  persons  will  be  considered 
in  reviewing  applications.  And,  although 
he  is  not  prescribing  language 
specifically  for  the  handicapped  (nor  for 
that  matter  any  other  group),  he  expects 
planning  agencies  to  develop  criteria 
consistent  with  these  considerations  as 
local  circumstances  require.  The 
Secretary  also  notes  that  the  quality  and 
standard  of  care  are  considered  in  the 
State  and  Federal  certification  and 
licensing  of  facilities  dealing  with  the 
developmentally  handicapped. 

§  122.310(a)(2)  and  §  123.411(a)(2) 

HMOs;  required  findings. 

One  commenter  questioned  HMOs 
being  accorded  the  special  privilege  of 
not  having  their  certificate  of  need 
applications  automatically  denied  when 
they  propose  services  not  contemplated 
in  any  of  the  HSA  and  State  plans 
required  by  the  statute.  The  Secretary 
notes  that  although  health  plans  are  to 
be  as  inclusive  as  possible,  while  being 
specific  in  as  many  respects  as 
appropriate,  no  certificate  of  need,  for 
an  HMO  or  any  other  applicant,  should 
be  denied  simply  because  the  proposed 
services  are  not  discussed  in  previously 
adopted  plans.  The  purpose  of 
specifying  this  point  in  the  regulations 


with  respect  to  HMOs  is  to  ensure  that 
such  lack  of  inclusion  not  serve  as  a 
basis  for  denial  of  HMO  applications.  In 
addition,  the  Secretary  notes  that 
although  there  is  no  present  statutory 
mandate  that  requires  all  reviews  to  be 
consistent  with  HSPs  and  SHPs,  these 
documents  are  to  be  the  main  basis  of 
review  decisions  in  adequately 
functioning  SHPDAs;  decisions 
inconsistent  with  them  should  be  a 
rarity;  they  will  be  supplemented  by 
special  service  criteria,  in  some  cases, 
when  there  has  not  been  time  to  include 
these  services  in  plans. 

The  Secretary  particularly  wants  to 
respond  to  the  commenter  who  felt  these 
provisions  might  interfere  with 
implementation  of  HSPs,  noting  that 
section  1513(b)(2)  of  the  Act  requires 
that  HSAs,  in  developing  HSPs,  consider 
the  National  Guidelines  in  section  1501 
and  the  National  Health  Priorities  in 
section  1502.  Further,  the  National 
Guidelines  for  Health  Planning, 
published  on  March  21, 1978,  provide 
that  HSPs  take  account  of  the  special 
needs  and  circumstances  of  HMOs. 
Therefore,  it  is  expected  that  HSPs  will 
address  the  development  of  HMOs  and 
that  these  regulations  will  not  adversely 
impact  on  the  HSPs. 

§  122.310(b)(l)(i)  and  §  123.411(b)(l)(i) 
Needs  of  HMD  members. 

Two  commenters  expressed  concern 
about  the  measurement  of  HMO  need 
determination.  One  stated  that  it  was 
unrealistic  to  expect  any  planning 
agency  to  have  the  ability  to  make  need 
determination  for  such  an  arbitrarily 
defined  segment  of  an  area's  population. 
The  Secretary  agrees  that  the 
measurement  of  need  determination  is  a 
difficult  process,  but  believes  that  it  is 
no  more  difficult  to  determine  need  for 
HMO  member  services  than  for  the 
general  population  base.  In  fact,  it  may 
be  a  simpler  process  because  of  the 
existence  of  multiple  retrospective 
studies,  particularly  in  regard  to 
hospitalization,  on  HMO  member 
groups’  utilization  of  services.  Further, 
planning  agencies  will  have  HMO 
planning  information  from  which  to 
make  projections  of  services  needed  for 
the  health  service  area  planning 
purposes. 

§  122.310(b)(l)(ii)  and  §  123.411(b)(l)(ii) 
Availability  of  services  from  other 
providers. 

A  commenter  pointed  out  that  to  fulfill 
the  requirements  of  these  proposed 
regulations,  an  organization  would  have 
to  be  an  HMO  and  that  the  regulations 
imply  non-HMO  provider  services 
cannot  operate  in  a  “reasonable  and 


cost  effective  manner.”  The  commenter 
objected  to  the  rationale  of  the  proposed 
regulations  since  he  does  not  accept 
HMOs  as  a  superior  mode  of  health 
delivery.  The  Secretary,  agreeing  that 
the  provision  applies  only  to  HMOs, 
does  not  feel  that  it  in  any  way  implies 
that  non-HMO  providers  do  not  also 
operate  in  a  reasonable  and  cost 
effective  manner.  The  Secretary  notes, 
however,  that  some  research  studies 
have  shown  evidence  that  costs  of  care 
decrease  even  in  the  fee-for-service 
model  of  delivery  as  a  result  of  the 
development  of  HMOs  in  the  same 
geographic  area,  and  that  most  studies 
done  to  date  indicate  that  HMOs  appear 
to  meet  their  members’  needs  at  a  lower 
cost  than  in  the  fee-for-service  sector. 
However,  the  Secretary  recognizes  that 
analysis  and  evaluation  of  prepaid 
health  delivery  systems  must  continue. 

§  122.310(c)  and  §  123.411(c) 
Construction,  development,  and 
establishment  of  new  in-patient 
facilities 

As  these  sections  appeared  in  the 
proposed  regulations,  they  provided  that 
the  HSA  was  required  to  recommend 
denial  of,  and  the  SHPDA  was  required 
to  deny,  a  certificate  of  need  for 
inpatient  facilities  proposed  by  an  HMO 
for  which  assistance  may  be  provided 
under  Title  XIII  if :  (1)  utilization  of  the 
facility  by  members  of  the  HMO  would 
not  account  for  at  least  75  percent  of  the 
projected  impatient  days  of  the 
proposed  facility,  and  (2)  the  new 
serv'ice  was  not  needed  by  the  enrolled 
or  prospective  HMO  members,  or  that  it 
was  reasonably  available  from  non- 
HMO  providers,  or  that  it  was  not 
needed  based  on  other  factors 
specifically  approved  by  the  Secretary. 

Several  commenters  expressed 
dissatisfaction  with  this  provision.  Their 
major  concern  was  that  diverse 
community  needs  were  not  adequately 
taken  into  account  by  this  mandatory 
and,  in  their  view,  arbitrary  denial  of 
certificate  of  need  by  the  SHPDA  under 
the  stated  conditions.  The  Secretary 
considered  these  comments  and 
concluded  that  this  provision  required 
revision  for  the  following  reason.  Under 
§  123.411(c),  the  SHPDA  could  not  deny 
the  application  unless  it  made  a  finding 
under  §  123.411(b).  Since  one  of  the 
findings  under  the  latter  provision  is 
that  a  facility  must  not  be  needed  by  the 
HMO’s  members,  an  HMO  which  did 
not  meet  the  75  percent  level  could 
nevertheless  obtain  a  certificate  of  need 
for  the  inpatient  facility  simply  by 
demonstrating  a  small  degree  of  need  by 
its  members  for  the  facility,  even  though 
a  large  portion  of  the  facility  would  be 
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Utilized  by  non-HMO  members,  who 
might  not  need  these  impatient  services. 
In  light  of  these  problems,  the  Secretary 
has  changed  the  final  regulations. 

The  regulations,  as  they  now  stand, 
set  out  two  di^erent  procedures  for 
review  to  be  utilized  by  HSAs  and 
SHPDAs  during  evaluation  of  proposals 
for  new  inpatient  facilities  by  HMDs 
which  may  be  assisted  under  Title  XIII. 
The  procedure  to'  be  used  depends  on 
the  initial  determination  by  the  planning 
agency  as  to  whether  the  HMO  meets 
the  75  percent  requirement,  as  discussed 
above.  If  the  agency  finds  that  the  HMO 
members  will  account  for  less  than  75 
percent  of  the  projected  annual  inpatient 
days,  then  it  must  utilize  all  available 
review  criteria,  without  restriction,  in 
order  to  determine  the  need  for  the 
inpatient  facility.  In  other  words,  the 
SHPDA  must  consider  all  the  factors 
listed  in  §  123.409(a)  (“Criteria  for 
review”)  and  §  123.410  (“Inpatient 
facilities;  required  findings”).  However, 
the  agency  may  give  whatever  weight  it 
deems  appropriate  to  any  particular 
factor,  so  long  as  it  considers  the  special 
needs  and  circumstances  of  HMDs  as 
laid  out  in  §  123.409(a)(10).  (The 
corresponding  provisions  for  the  I  ISA 
are  found  at  §  122.308(a)  and  §  122.309.) 

If  the  SHPDA  determines  that  HMO 
members  will  account  for  at  least  75 
percent  of  the  projected  annual  inpatient 
days,  then  the  proposal  will  be  reviewed 
solely  under  §  123.411(b).  (For  HSAs, 

§  122.310(b).)  It  should  be  noted  that  this 
is  not  equivalent  to  an  automatic 
granting  of  a  certificate  of  need  to  all 
projects  for  which  this  affirmative 
determination  is  made.  Rather,  such 
HMOs  receive  the  benefit  of  the 
required  findings  section.  This  means 
that  the  HSA  and  SHPDA  may  make 
positive  or  negative  recommendations 
and  decisions  on  such  proposals,  but 
these  must  be  based  solely  on 
§  122.310(b)  and  §  123.411(b), 
respectively. 

The  Secretary  feels  that  the  final 
regulations  make  the  review  process  of 
proposed  new  institutional  health 
services,  as  applied  to  inpatient 
proposals  by  HMOs,  flexible  enough  to 
take  into  account  variations  in 
community  needs  while  still  providing 
and  incentive  to  utilize  facilities  to  their 
greatest  capacity. 

A  group  of  commenters  questioned  the 
validity  of  using  75  percent  as  the  cutoff 
figure,  stating  that  the  requirement  was 
too  high.  The  Secretary  feels  that  75 
percent  is  a  realistic  limit.  He  agrees, 
however,  that  the  percentage  of 
inpatient  days  should  be  linked  to  the 
recommended  occupancy  level  set  forth 
in  the  applicable  health  systems  plan. 


rather  than  to  the  applicant’s  projection 
of  the  facility's  expected  occupancy 
level.  The  occupancy  level 
recommended  in  the  HSP  will  have  been 
developed  after  appropriate 
consideration  of  the  National  Guidelines 
for  Health  Planning  issued  under  section 
1501  of  the  Act.  This  ties  the  review  of 
inpatient  proposals  by  HMOs  to 
national  health  planning  policy  as  it  is 
incorporated  into  the  plan  of  the 
appropriate  HSA,  thus  reflecting  local 
needs  and  conditions.  The  language  of 
this  provision  has  been  modifled 
accordingly. 

Effective  date  provisions:  These 
regulations  are  effective  upon 
publication  in  the  Federal  Register. 
However,  because  the  question  of  when 
the  Secretary  will  determine  whether  a 
State's  certificate  of  need  program  is 
satisfactory  is  not  addressed  in  the 
regulations  themselves,  the  Secretary 
has  decided  as  follows. 

Initially,  the  Secretary  notes  the 
relevant  statutory  provisions.  Under 
section  1521(b)(2)(B)  of  the  act,  the  term 
of  a  conditional  designation  agreement 
of  a  SHPDA  may  not  exceed  36  months. 
A  fully  designated  SHPDA  must,  under 
section  1521(b)(3),  be  capable  of 
performing  all  the  functions  specified  in 
section  1523,  including  certificate  of 
need  reviews,  during  its  flrst  year  of  full 
designation.  If  on  September  30, 1980,  a 
designation  agreement  under  section 
1521  is  not  in  effect  in  a  State,  the 
Secretary  is  prohibited  by  section 
1521(d)  from  paying  certain  Federal 
funds  for  the  development,  expansion, 
or  support  of  health  resources  in  that 
State. 

Accordingly,  in  determining  whether  a 
SHPDA  is  capable  of  administering  a 
satisfactory  certificate  of  need  program 
(which  is  a  necessary  element  in 
establishing  eligibility  for  full 
designation),  the  Secretary  will  require 
compliance  with  these  revised 
regulations  as  follows: 

(1)  For  States  in  which  State  Agencies 
do  not  require  additional  legislative 
authority  to  implement  the  revisions  to 
these  regulations,  the  Secretary  will 
require  their  implementation  within  six 
months  after  publication  of  this 
document  in  the  Federal  Register,  and  in 
accord  with  other  SHPDA  designation 
requirements. 

(2)  For  those  States  in  which  the  State 
Agencies  do  require  additional 
legislative  authority  to  implement  the 
revisions  to  these  regulations,  the 
Secretary  will  require  their 
implementation  within  six  months  after 
the  end  of  the  earliest  legislative  session 
in  which  legislation  to  permit  this 
implementation  may  be  introduced  and 


acted  upon,  and  in  accord  with  other 
SHPDA  designation  requirements. 

After  consulting  with  their  legal 
counsel,  SHPDAs  should  contact  the 
appropriate  DHEW  Regional  Offlee  to 
determine  into  which  of  these  categories 
they  fall. 

As  noted  above  sections  122.306(a)(2) 
and  123.407(a)(2),  governing  shortened 
review  periods  in  accordance  with  the 
amendments  to  the  Act  made  by  the 
National  Energy  Conservation  Policy 
Act,  are  issued  in  interim  final  form. 
Public  comments  received  within  60 
days  after  publication  of  this  document 
in  the  Federal  Register  will  be 
considered,  and  the  Secretary  will 
further  revise  this  provision  as 
warranted  by  his  analysis  of  these 
comments. 

Accordingly,  42  CFR  Part  122,  Subpart 
E,  and  42  CFR  Part  123,  Subpart  D,  are 
amended  in  the  manner  set  forth  below. 
Dated:  February  5, 1979. 

juUiu  B.  Richmond, 

Assistant  Secretary  for  Health. 

Approved:  March  23, 1979 

Joseph  A.  Califano,  |r. 

Secretory. 


PART  122— HEALTH  SYSTEMS 
AGENCIES 

1.  Part  122  of  Title  42,  CFR,  is 
amended  by  revising  Subpart  D  to  read 
as  follows: 

Subpart  D~Procedures  and  Criteria  for 
Review  of  New  Institutional  Health  Services 

Sec. 

122.301  Definitions. 

122.302  Purpose  and  applicability. 

122.303  General. 

122.304  New  institutional  health  services 
subject  to  reviews. 

122.305  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

122.306  Procedures  for  health  systems 
agency  review. 

122.307  Exceptions  to  use  of  procedures. 

122.308  Criteria  for  health  systems  agency 
review. 

122.309  Inpatient  facilities;  required 
Findings. 

122.310  Health  maintenance  organizations; 
required  finding. 

Authority:  Sec.  215,  58  Stat.  690  (42  U.S.C. 

216);  sec.  1532  of  the  Public  Health  Service 
Act,  88  Stat.  2251-53  (42  U.S.C.  300n-l). 

§  122.301  Definitions. 

In  addition  to  the  terms  defined  in 
subpart  A  of  this  Part,  as  used  in  this 
subpart: 

The  term  “to  develop,”  when  used  in 
connection  with  health  services,  means 
to  undertake  those  activities  which  on 
their  completion  will  result  in  the 
offering  of  a  new  institutional  health 
service  or  the  incurring  of  a  financial 
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obligation,  as  defined  under  applicable 
State  law,  in  relation  to  the  offering  of 
such  a  service. 

The  term  “health  care  facility"  is 
defined  under  section  1531(5]  of  the  Act 
to  have  the  same  meaning  as  such  term 
as  in  regulations  prescribed  under 
section  1122  of  the  Social  Security  Act. 
Such  regulations  (42  CFR  100.102(e)) 
define  the  term  “health  care  facility"  as 
including  hospitals,  psychiatric 
hospitals,  tuberculosis  hospitals,  skilled 
nursing  facilities,  kidney  disease 
treatment  centers,  including 
freestanding  hemodialysis  units, 
intermediate  care  facilities,  and 
ambulatory  surgical  facilities,  but  does 
not  include  Christian  Science 
sanatoriums  operated,  or  listed  and 
certified,  by  the  First  Church  of  Christ 
Scientist,  Boston,  Massachusetts.  Such 
regulations  also  provide  that; 

(1)  The  term  “hospital"  means  an 
institution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under  the 
supervision  of  physicians,  diagnostic 
services  and  therapeutic  services  for 
medical  diagnosis,  treatment,  and  care 
of  injured,  disabled,  or  sick  persons,  or 
rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons.  Such  terms  do  not  include 
psychiatric  and  tuberculosis  hospitals. 

(2)  The  term  “psychiatric  hospital" 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
psychiatric  services  for  the  diagnosis 
and  treatment  of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hospital" 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  facility" 
means  an  institution  or  a  distinct  part  of 
an  institution  which  is  primarily 
engaged  in  providing  to  inpatients 
skilled  nursing  care  and  related  services 
for  patients  who  require  medical  or 
nursing  care,  or  rehabilitation  services 
for  the  rehabilitation  of  injured, 
disabled,  or  sick  persons. 

(5)  The  term  “intermediate  care 
facility”  means  an  institution  which 
provides,  on  a  regular  basis,  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  hospital  or 
skilled  nursing  facility  is  designed  to 
provide,  but  who  because  of  their 
mental  or  physical  condition  require 
health  related  care  and  services  (above 
the  level  of  room  and  board). 

(6)  The  term  “ambulatory  surgical 
facility"  means  a  facility,  not  a  part  of  a 
hospital,  which  provides  surgical 


treatment  to  patients  not  requiring 
hospitalization. 

Such  term  does  not  include  the  offices 
of  private  physicians  or  dentists, 
whether  for  individual  or  group  practice. 

The  term  “health  maintenance 
organization”  or  “HMO”  is  defined 
under  section  1531(5)  of  the  Act  to  have 
the  same  meaning  as  such  term  has  in 
regulations  prescribed  under  section 
1122  of  the  Social  Security  Act.  Such 
regulations  (42  CFR  100.102)  define  the 
term  “HMO”  to  mean  a  public  or  private 
organization,  organized  under  the  laws 
of  any  State,  which 

(1)  Provides  or  otherwise  makes 
available  to  enrolled  participants  health 
care  services,  including  at  least  the 
following  basic  health  care  ser\'ices: 
Usual  physician  services, 
hospitalization,  laboratory.  X-ray, 
emergency  and  preventive  services,  and 
out-of-area  coverage; 

(2)  Is  compensated  (except  for 
copayments)  for  the  provision  of  the 
basic  health  care  services  listed  in 
paragraph  (c)(1)  of  this  section  to 
enrolled  participants  on  a 
predetermined  periodic  rate  basis;  and 

(3)  Provides  physicians’  services 
primarily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through 
arrangements  with  individual  physicians 
or  one  or  more  groups  of  physicians 
(organized  on  a  group  practice  or 
individual  practice  basis). 

The  term  “health  maintenance 
organization  for  which  assistance  may 
be  provided  under  Title  XIH”  means  an 
HMO  which  is  qualified  under  section 
1310(d)  of  the  Act  or  an  HMO  which  the 
Secretary  determines,  upon  the  basis  of 
an  application  and  the  submission  of 
any  information  and  assurances  which 
he  finds  necessary,  may  be  eligible  for 
assistance  under  Title  XIII  of  the  Act. 

The  term  “health  services"  means 
clinically  related  (i.e.,  diagnostic, 
treatment,  or  rehabilitative]  services, 
and  includes  alcohol,  drug  abuse,  and 
mental  health  services. 

The  term  “institutional  health 
services"  means  health  services 
provided  in  or  through  health  care 
facilities  or  HMOs  and  includes  the 
entities  in  or  through  which  such 
services  are  provided. 

The  term  "to  offer,”  when  used  in 
connection  with  health  services,  means 
that  the  health  care  facility  or  HMO 
holds  itself  out  as  capable  of  providing, 
or  as  having  the  means  for  the  provision 
of,  specified  health  services. 

The  term  “person”  means  an 
individual,  a  trust  or  estate,  a 
partnership,  a  corporation  (including 
associations,  joint  stock  companies,  and 


insurance  companies)  a  State,  or  a 
political  subdivision  or  instrumentality 
(including  a  municipal  corporation)  of  a 
State. 

§  122.302  Purpose  and  applicability. 

Section  ^513(f)  of  the  Public  Health 
Service  Act  requires  each  health 
systems  agency,  in  order  to  assist  State 
Health  planning  and  development 
agencies  in  carrying  out  their  functions 
under  paragraphs  (4)  and  (5)  of  section 
1523(a),  to  review  and  make 
recommendations  to  the  appropriate 
State  Agency  respecting  the  need  for 
new  institutional  health  services 
proposed  to  be  offered  or  developed  in 
the  health  service  area  of  such  health 
systems  agency.  Section  1523(a]  of  the 
Act  requires  that  in  performing  its 
review  functions  under  section  1513(f)  of 
the  Act  or  in  conducting  any  other 
reviews  of  proposed  health  services, 
each  health  systems  agency  shall  follow 
procedures  and  apply  criteria  developed 
and  published  by  the  health  systems 
agency  in  accordance  with  regulations 
of  the  Secretary.  This  subpart  sets  forth 
the  minimum  procedures  and  criteria  to 
be  utilized  by  health  systems  agencies  in 
conducting  such  reviews  and  the 
manner  in  which  such  procedures  and 
criteria  shall  be  developed  and 
published. 

§  122.303  General. 

Except  as  provided  in  §  122.307,  each 
health  systems  agency  shall  utilize 
review  procedures  and  criteria  which 
meet  the  requirements  of  §  §  122.306  and 
122.308,  respectively,  when  conducting 
reviews  of  new  institutional  health 
services  and  other  reviews  of  proposed 
health  services.  The  public  shall  be 
given  notice  of  such  review  procedures 
and  criteria  in  accordance  with  the 
requirements  of  §  122.305.  In  addition,  in 
the  case  of  any  proposed  new 
institutional  health  service  for  the 
provision  of  health  services  to 
inpatients,  the  health  systems  agency 
shall  comply  with  the  requirements  of 
§  122.309;  in  the  case  of  any  proposed 
new  institutional  health  service 
proposed  for  an  HMO  the  health 
systems  agency  shall  comply  with  the 
requirements  of  §  122.310. 

§  122.304  New  institutional  health 
services  subject  to  review. 

(a)  All  new  institutional  health 
services  proposed  to  be  offered  or 
developed  within  the  health  service  area 
of  the  health  systems  agency  shall  be 
subject  to  review  under  this  subpart.  For 
purposes  of  this  subpart,  “new 
institutional  health  services”  shall 
include: 
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(1)  The  construction,  development,  or 
other  establishment  of  a  new  health  care 
facility  or  HMO. 

(2)  Any  expenditure  by  or  on  behalf  of 
a  health  care  facility  or  HMO  in  excess 
of  $150,000  (or  such  lesser  amount  as  the 
State  may  specify)  which,  under 
generally  accepted  accounting  principles 
consistently  applied,  is  a  capital 
expenditure,  except  that  this  subpart 
shall  not  apply  to  expenditures  for  (i) 
site  acquisitions;  (ii)  acquisitions  of 
existing  health  care  facilities  and 
HMOs;  or  (iii)  expenditures  solely  for 
tfie  termination  or  reduction  of  beds  or 
of  a  health  service;  unless  included  by 
the  State  in  its  scope  of  coverage.  Where 
a  person  makes  an  acquisition  by  or  on 
behalf  of  a  health  care  facility  or  HMO 
under  lease  or  comparable  arrangement, 
or  through  donation,  which  would  have 
required  review  if  the  acquisition  had 
been  by  purchase,  such  acquisition  shall 
be  deemed  a  capital  expenditure  subject 
to  review. 

(3)  A  change  in  the  bed  capacity  of  a 
health  care  facility  or  HMO  which 
increases  the  total  number  of  beds  (or 
distributes  beds  among  various 
categories,  or  relocates  such  beds  from 
one  physical  facility  or  site  to  another) 
by  more  than  10  beds  or  more  than  10 
percent  of  total  bed  capacity  as  defined 
by  the  State,  whichever  is  less,  over  a 
two-year  period. 

(4)  health  services,  except  home 
health  services,  which  are  offered  in  or 
through  a  health  care  facility  or  HMO 
and  which  were  not  offered  on  a  regular 
basis  in  or  through  such  health  care 
facility  or  HMO  within  the  twelve 
month  period  prior  to  the  time  such 
services  would  be  offered. 

(b)(1)  Any  expenditure  by  or  on  behalf 
of  a  health  care  facility  or  HMO  in 
excess  of  $150,000  (or  such  lesser 
amount  as  the  State  may  specify)  made 
in  preparation  for  the  offering  or 
development  of  a  new  institutional 
health  service  and  any  arrangement  or 
commitment  made  for  financing  the 
offering  or  development  of  the  new 
institutional  health  service  shall  be 
subject  to  review  under  this  subpart, 
except  that  the  health  systems  agency 
may  not  review  expenditures  for 
feasibility  surveys  for  HMOs  which  are 
funded  under  section  1303  of  the  Act  or 
expenditures  for  planning  of  HMOs 
which  are  funded  under  section  1304  of 
the  Act.  (2)  Nothing  in  this  subpart  shall 
preclude  a  health  systems  agency  from 
recommending  that  a  State  Agency  grant 
a  certificate  of  need  which  permits 
expenditures  only  for  predevelopment 
activities,  but  does  not  authorize  the 
offering  or  development  of  the  new  '' 
institutional  health  service  with  respect 


to  which  such  predevelopment  activities 
are  proposed.  Expenditures  in 
preparation  for  the  offering  of  a  new 
institutional  health  service  shall  include 
expenditures  for  architectural  designs, 
plans,  working  drawings,  and 
specifleations.  Such  expenditures  may 
also  include  those  for  site  acquisition 
and  preliminary  plans,  studies,  and 
survey,  if  these  are  included  by  the  State 
Agency  in  its  definition  of 
predevelopment  activities,  but  may  not 
include  expenditures  for  HMO  activities 
described  in  subparagraph  (1)  of  this 
paragraph. 

§  122.305  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  health  systems  agency  shall 
adopt  and  review  and  revise  as 
necessary,  review  procedures  and 
criteria  in  accordance  with  the 
requirements  of  this  subpart  prior  to  its 
review  of  new  institutional  health 
services  and  in  accordance  with  its 
Designation  Agreement. 

(b)  Before  adopting  the  review 
procedures  and  criteria  required  by  this 
subpart  or  any  revisions  of  such 
procedures  and  criteria,  the  health 
systems  agency  shall  give  interested 
persons  an  opportunity  to  offer  written 
comments  on  the  procedures  and 
criteria,  or  any  revisions  thereof,  which 
it  proposes  to  adopt,  as  follows: 

(1)  The  health  systems  agency  shall 
distribute  copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  the  agencies, 
institutions  and  associations  with  which 
the  agency  must  coordinate  its  activities 
pursuant  to  section  1513(d)  of  the  Act 
and  its  designation  agreement,  to  units 
of  general  local  government  within  its 
health  service  area,  to  the  State  Agency 
and  Statewide  Health  Coordinating 
Council  of  each  State  in  v.?hich  all  or  any 
part  of  the  agency’s  health  service  area 
is  located,  and  to  health  systems 
agencies  designated  for  contiguous 
health  service  areas,  and  to  any  agency 
which  establishes  rates  for  health  care 
facilities  or  HMOs  in  its  health  service 
area. 

(2)  The  health  systems  agency  shall 
publish,  in  one  or  more  newspapers  of 
general  circulation  in  its  health  services 
area,  a  notice  stating  that  review 
procedures  and  criteria,  or  revisions 
thereof,  have  been  proposed  for 
adoption  and  are  available  at  specified 
addresses  for  inspection  and  copying  by 
interested  persons. 

(3)  A  health  systems  agency  may 
request  from  the  Secretary  an  exception 
to  the  requirement  of  §  122.305(b)(2). 
Such  request  shall  be  in  writing,  shall 
contain  a  detailed  explanation  of  the 


reasons  for  the  request  and  of  the 
substitute  publication  procedures  that 
the.  agency  intends  to  follow  if  the 
exception  is  approved.  The  Secretary 
may  grant  such  an  exception  if  he 
determines  that  the  proposed  substitute 
procedures  are  less  costly  or  more 
effective  and  do  not  adversely  and 
substantially  affect  the  rights  of  persons 
affected  by  the  subject  reviews. 

(c)  Each  health  systems  agency  shall 
distribute  copies  of  its  adopted  review 
precedures  and  criteria,  and  any 
revisions  thereof,  to  the  agencies  and 
organizations  specified  in  paragraph 
(b)(1)  of  this  section  and  to  the 
Secretary,  and  shall  provide  such  copies 
to  other  persons  upon  request. 

§  122.306  Procedures  for  health  systems 
agency  review. 

(a)  The  procedures  adopted  and 
utilized  by  a  health  systems  agency  for 
conducting  the  reviews  covered  by  this 
subpart  shall  include  at  least  the 
following: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  a  review,  of  the 
period  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected 
by  the  review  as  defined  in  paragraph 
(a)(7)  of  this  section,  and  of  the  manner 
in  which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so 
requested.  For  purposes  of  this 
subparagraph,  “affected  persons" 
include,  at  a  minimum,  the  person 
whose  proposal  is  being  reviewed,  the 
State  Agency  for  each  State  in  which  all 
or  any  part  of  the  agency’s  health 
service  area  is  located,  health  systems 
agencies  serving  contiguous  health 
service  areas,  health  care  facilities  and 
HMOs  located  in  the  health  service  area 
which  provide  institutional  health 
services,  any  agency  which  establishes 
rates  for  health  care  facilities  or  HMOs 
in  its  health  service  area,  and  those 
members  of  the  public  who  are  to  be 
served  by  the  proposed  institutional 
health  services.  For  purposes  of  this 
subparagraph,  the  date  of  “notification” 
is  the  date  on  which  the  notice  is  sent  or 
the  date  on  which  the  notice  appears  in 
a  newspaper  of  general  circulation, 
whichever  is  later.  Written  notification 
to  members  of  the  public  may  be 
provided  through  newspapers  of  general 
circulation  in  the  area  and  public 
information  channels;  notification  to  all 
other  affected  persons  shall  be  by  mail 
(which  may  be  as  part  of  a  newsletter). 

(2) (i)  With  respect  to  reviews  of 
proposed  new  institutional  health 
services  pursuant  to  section  1513(f]  of 
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the  Act.  schedules  for  reviews  which 
provide  that  no  such  review  shall  take 
longer  than  the  period  specified  in 
accordance  with  42  CFR  123.407(a)(2)  by 
the  State  Agency  of  the  State  in  which 
the  new  institutional  health  service  is 
proposed  to  be  offered  or  developed, 
except  that  in  the  case  of  reviews  under 
section  1122  of  the  Social  Security  Act, 
schedules  for  reviews  shall  be  in 
accordance  with  42  CFR  100.106,  which 
govern  the  State  Agency’s  procedures 
for  review  under  section  1122 
agreements. 

(ii)  With  respect  to  other  reviev;s  of 
proposed  health  services,  schedules  for 
reviews  which  prov  ide  that  no  review 
shall,  to  the  extent  practicable,  take 
longer  than  90  days  from  the  date  of 
notification  made  in  accordance  with 
paragraph  (a)(1)  of  this  section  to  the 
date  of  the  written  findings  made  in 
accordance  with  paragraph  (a)(5)  of  this 
section. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  health  systems 
agency  in  such  form  and  manner,  and 
containing  such  information,  as  the 
agency  shall  prescribe  and  publish,  such 
information  as  the  agency  may  require 
concerning  the  subject  of  such  review. 
Such  information  requirements  may 
vary  according  to  the  purpose  for  w'hich 
a  particular  review  is  being  conducted 
or  the  type  of  health  service  being 
reviewed:  Provided,  That  the  health 
systems  agency  may  require  no 
information  of  a  person  subject  to  a 
review  which  is  not  prescribed  and 
published  as  being  required. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  health  systems 
agency  review  under  this  subpart 
respecting  the  development  of  proposals 
subject  to  review. 

(5)  Provision  for  written  finds 
(including,  as  appropriate,  the  findings 
required  under  §  §  122.309  and  122.310) 
which  state  the  basis  for  any  final 
decision  or  recommendation  made  by 
the  health  systems  agency.  The  health 
systems  agency  may  make  its 
recommendations  conditional  if  the 
established  State  program  does  not 
prohibit  such  a  procedure.  Such  findings 
shall  be  sent  to  the  person  proposing  the 
new  institutional  health  service  and  *0 
the  Slate  Agency  for  the  State  in  which 
the  new  institutional  health  service  is 
proposed  to  be  offered  or  developed, 
and  shall  be  available  to  others  upon 
request.  In  the  case  of  a  new 
institutional  health  service  proposed  by 
an  HMO,  these  written  findings  shall 
also  be  sent  to  the  appropriate  Regional 
Office  of  the  Department  of  Health, 
Education,  and  Welfare  at  the  time 
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these  are  sent  to  the  person  proposing 
the  new  institutional  health  service. 

(6)  Notification,  upon,  request,  of 
providers  of  health  services  and  other 
persons  subject  to  health  systems 
agency  review  under  this  subpart  of  the 
status  of  the  agency  review'  cf  the 
proposals  subject  to  review,  findings 
m.ade  in  the  course  of  such  review,  and 
other  appropriate  information  respecting 
such  review. 

(7)  Provision  for  public  hearing  in  the 
course  of  agency  review  if  requested  by 
one  or  more  persons  directly  affected  by 
the  review.  The  agency  must  provide  for 
a  reasonable  period  from  the  date  of 
written  notification  of  the  beginning  of  a 
review  (see  paragraph  (a)(1)  of  this 
section)  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected 
by  the  review.  The  agency  may  not 
impose  fees  for  such  a  hearing.  For 
purposes  of  this  subparagraph,  “persons 
directly  affected"  by  the  review  include, 
at  a  minimum,  the  person  whose 
proposal  is  being  reviewed:  members  of 
the  public  who  are  to  be  serv'ed  by  the 
proposed  new  institutional  healtli 
services:  health  care  facilities  and 
HMOs  located  in  the  health  service  area 
of  the  agency  which  provides  services 
similar  to  the  proposed  services  under 
review:  health  care  facilities  and  HMOs 
which,  prior  to  receipt  by  the  agency  of 
the  proposal  being  reviewed,  have 
formally  indicated  an  intention  to 
provide  such  similar  services  in  the 
future,  either  through  the  filing  of  a  letter 
of  intent  or  by  adoption  of  a  plan:  and 
any  agency  which  establishes  rates  for 
health  care  facilities  or  HMOs  located  in 
the  health  service  area  in  which  the 
service  is  proposed  to  be  offered  or 
developed.  Where  such  a  hearing  is 
requested,  the  agency  shall,  prior  to 
such  hearing,  provide  notice  of  such 
hearing,  in  accordance  with  its 
procedure  adopted  pursuant  to 
paragraph  (a)(1)  of  this  section.  The 
procedure  for  a  hearing  must  provide  an 
opportunity  for  any  person  to  present 
testimony. 

(fi)  Provision,  that  any  person  may,  for 
good  cause  shown,  request  in  writing  a 
public  hearing  for  purposes  of 
reconsideration  of  a  health  systems 
agency  decision.  The  agency  may  not 
impose  fees  for  such  a  hearing.  For 
purposes  of  this  subparagraph,  an 
agency  recommendation  pursuant  to 
section  1513(f)  is  not  a  decision.  A 
request  for  a  public  hearing  shall  be 
deemed  by  the  health  systems  agency  to 
have  shown  good  cause  if  it  (i)  present 
significant  relevant  information  not 
previously  considered  by  the  health 
systems  agency,  (ii)  demonstrates  that 


there  have  been  significant  changes  in 
factors  or  circumstances  relied  upon  by 
the  health  systems  agency  in  reaching 
its  decision,  (iii)  demonstrates  that  the 
health  systems  agency  has  materially 
failed  to  follow  its  adopted  procedures 
in  reaching  its  decision,  or  (iv)  provides 
such  other  basis  for  a  public  hearing  as 
the  health  systems  agency  determines 
constitutes  good  cause.  To  be  effective, 
a  request  for  such  a  hearing  shall  be 
received  within  30  days  of  the  health 
systems  agency  decision,  and  the 
hearing  shall  commence  within  30  days 
after  the  receipt  of  the  request:  except 
that  where  any  different  time  period  for 
such  procedures  are  established  by 
State  law  governing  the  practices  and 
procedures  of  the  health  systems 
agency,  the  latter  shall  govern. 
Notification  of  such  a  public  hearing 
shall  be  sent,  prior  to  the  date  of  the 
hearing,  to  the  person  requesting  the 
hearing  and  to  the  person  proposing  the 
new  health  service,  and  shall  be  sent  to 
others  upon  request.  The  health  systems 
agency  shall  make  written  findings 
which  state  the  basis  for  its  decision 
within  45  days  after  the  conclusion  of 
such  hearing,  except  that  where  any 
different  time  period  is  required  by  State 
law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern.  A  decision  of  the 
health  systems  agency  following  a 
public  hearing  under  this  subparagraph 
shall  be  considered  a  decision  of  the 
health  systems  agency  for  purposes  of 
subparagraphs  (5),  (6),  and  (9)  of  this 
paragraph. 

(9)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  health 
systems  agency  of  the  reviews  being 
conducted  (including  a  statement 
concerning  the  status  of  each  such 
review)  and  of  the  reviews  completed  by 
the  agency  since  the  publication  of  the 
last  report  and  a  general  statement  of 
the  findings  and  decisions  made  in  the 
course  of  such  reviews. 

(10)  Access  by  the  general  public  to 
all  applications  reviewed  by  the  health 
systems  agency  and  to  all  other  written 
materials  pertinent  to  any  agency 
review. 

(11)  In  the  case  of  construction 
projects,  submission  to  the  health 
systems  agency  by  the  persons 
proposing  such  projects  of  letters  of 
intent  in  such  detail  and  in  such  form  as 
may  be  necessary  to  inform  the  agency 
cf  the  scope  and  nature  of  the  projects 
at  the  earliest  possible  opportunity  in 
the  course  of  planning  of  such 
construction  projects. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
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purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  shall  provide  that 
the  requirements  of  Paragraph  (a](l]  of 
this  section  shall  be  deemed  satisfied  if 
the  State  Agency,  in  providing  notice  of 
the  beginning  of  the  review  in 
accordance  with  42  CFR  123.407(a](l], 
provides  the  information  described  in 
paragraph  (a}(l]  of  this  section. 

(d)  The  Procedures  may  provide  that 
the  requirements  of  subparagraphs  (3), 

(4),  or  (11)  of  paragraph  (a)  of  this 
section  shall  be  deemed  satisfied  if  the 
State  Agency  has  provided  for  the 
corresponding  procedure  found  at  42 
CFR  123.407(a)  (3).  (4),  or  (14). 

§  122.307  Exceptions  to  use  of 
procedures. 

After  following  the  procedure  set  forth 
in  §  122.305(b),  an  agency  may,  with 
respect  to  any  type  or  group  of  reviews, 
request  from  the  Secretary  an  exception 
to  the  requirement  of  §  122.303  that  it 
utilize  review  procedures  which  meet 
the  requirements  of  §  122.306.  Such 
request  shall  be  in  writing,  shall  contain 
a  detailed  explanation  of  the  reasons  for 
the  request  and  of  the  substitute  review 
procedures  that  the  agency  intends  to 
follow  if  the  exception  is  approved,  and 
shall  be  accompanied  by  copies  of  all 
written  comments  submitted  under 
§  122.305(b)  to  the  agency  with  respect 
to  the  request  for  an  exception.  The 
Secretary  may  grant  such  an  exception 
if  he  determines  that  the  proposed 
substitute  procedures  are  less  costly  or 
more  effective,  are  consistent  with  the 
purposes  of  the  Act,  and  do  not 
adversely  and  substantially  affect  the 
rights  of  persons  affected  by  the  subject 
review.  The  health  systems  agency  shall 
distribute  copies  of  substitute 
procedures  approved  by  the  Secretary  in 
accordance  with  the  requirements  of 
§  122.305(c). 

§  122.308  Criteria  for  health  systems 
agency  review. 

(a)  The  health  systems  agency  shall 
adopt,  and  utilize  as  appropriate, 
specific  criteria  for  conducting  the 
reviews  covered  by  this  subpart.  The 
criteria  shall  include  at  least  the  general 
considerations  listed  below,  but  in  the 
case  of  HMOs  for  which  assistance  may 
be  provided  under  Title  XIII  except  for 
HMO  proposals  subject  to 
§  122.310(c)(1)  the  considerations  shall 
be  limited  to  those  set  forth  in 
subparagraph  (10). 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the 
applicable  health  systems  plan  and 
annual  implementation  plan  adopted 


pursuant  to  section  1513(b)  (2)  and  (3), 
respectively,  of  the  Act. 

(2)  The  relationship  of  services 
reviewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  such  services. 

(3) (i)  The  need  that  the  population 
served  or  to  be  served  has  for  the 
services  proposed  to  be  offered  or 
expanded,  and  the  extent  to  which  low 
income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups 
are  likely  to  have  access  to  those 
services. 

(ii)  In  the  case  of  a  reduction  or 
elimination  of  a  service,  including  the 
relocation  of  a  facility  or  a  service,  the 
need  that  the  population  presently 
served  has  for  the  service,  the  extent  to 
which  that  need  will  be  met  adequately 
by  the  proposed  relocation  or  by 
alternative  arrangements,  and  the  effect 
of  the  reduction,  elimination  or 
relocation  of  the  service  on  the  ability  of 
low  income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups 
to  obtain  needed  health  care. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  the  services  to  be  offered, 
expanded,  reduced,  reallocated,  or 
eliminated. 

(5)  The  immediate  and  long-term 
financial  feasibility  of  the  proposal,  as 
well  as  the  probable  impact  of  the 
proposal  on  the  costs  of  and  charges  for 
providing  health  services  by  the  person 
proposing  the  new  institutional  health 
service. 

(6)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 
such  services  are  proposed  to  be 
provided. 

(7)  The  availability  of  resources 
(including  health  manpower, 
management  personnel,  and  funds  for 
capital  and  operating  needs)  for  the 
provision  of  the  services  proposed  to  be 
provided  and  the  availability  of 
alternative  uses  of  such  resources  for 
the  provision  of  other  health  services. 

(3)  The  relationship,  including  the 
organizational  relationship,  of  the  health 
services  proposed  to  be  provided  to 
ancillary  or  support  services. 

(9)  The  special  needs  and 
circumstances  of  those  entities  which 
provide  a  substantial  portion  of  their 
services  or  resources,  or  both,  to 
individuals  not  residing  in  the  health 
service  areas  in  which  the  entities  are 
located  or  in  adjacent  health  service 
areas.  Such  entities  may  include  medical 
and  other  health  professions  schools. 


multidisciplinary  clinics  and  specialty 
centers. 

(10)  The  special  needs  and 
circumstances  of  FIMOs  for  which 
assistance  may  be  provided  under  Title 
XIII  of  the  Act.  Such  needs  and 
circumstances  shall  be  limited  to: 

(i)  The  needs  of  enrolled  members  and 
reasonably  anticipated  new  members  of 
the  HMO  or  proposed  HMO  for  the  new 
institutional  health  service  proposed  to 
be  provided  by  the  organization. 

(11)  The  availability  of  the  new  health 
services  fron  non-HMO  providers  or 
other  HMOs  in  a  reasonable  and  cost- 
effective  manner  which  is  consistent 
with  the  basic  method  of  operation  of 
the  HMO  or  proposed  HfdO.  In 
assessing  the  availability  of  these  health 
services  from  non-HMO  providers,  the 
agency  shall  consider  only  whether  the 
services  from  these  providers: 

(A)  Would  be  available  under  a 
contract  of  at  least  five  years  duration; 

(B)  Would  be  available  and 
conveniently  accessible  through 
physicians  and  other  health 
professionals  associated  with  the  HMO 
or  proposed  HMO.  (For  example — 
whether  physicians  associated  with  the 
HMO  have  or  will  have  full  staff 
privileges  at  a  non-HMO  hospital); 

(C)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  HMO; 
and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to  the 
HMO  or  proposed  HMO. 

(iii)  Any  other  factors  which  the 
health  systems  agency  may  propose  and 
the  Secretary  may,  in  accordance  with 
paragraph  (c)  of  this  section,  find  to  be 
consistent  with  the  purpose  of  Title  XIII 
of  the  Act. 

(11)  The  special  needs  and 
circumstances  of  biomedical  and 
behavioral  research  projects  which  are 
designed  to  meet  a  national  need  and 
for  which  local  conditions  offer  special 
advantages. 

(12)  In  the  case  of  a  construction 
project — 

(i)  the  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(ii)  The  probable  impact  of  the 
construction  project  reviewed  on  the 
costs  of  providing  health  services  by  the 
person  proposing  such  construction 
project. 

(13)  The  contribution  of  the  proposed 
new  institutional  health  service  in 
meeting  the  health  related  needs  of 
members  of  medically  underserved 
groups  and  groups  which  have 
traditionally  experienced  difficulties  in 
obtaining  equal  access  to  health 
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services  (for  example,  low  income 
persons,  racial  and  ethnic  minorities, 
women,  and  handicapped  persons), 
particularly  those  needs  identified  in  the 
applicable  health  systems  plan  and 
annual  implementation  plan  as 
deserving  of  priority. 

(14)  The  special  circumstances  of 
health  care  facilities  and  HMOs  with 
respect  to  the  need  for  conserving 
energy. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

(c)  Where  a  health  systems  agency 
proposed  under  paragraph  (a)(10)(iii)  of 
this  section  that  it  be  permitted  to  base 
its  reviews  of  HMOs  on  criteria  which 
consider  factors  not  set  forth  in 
paragraph  (a)(10)  of  this  section,  it  shall 
do  so  in  a  written  request  to  the 
Secretary,  specifying  the  reasons  for  the 
proposal.  The  Secretary  will  approve  the 
request  if  he  finds  the  additional  factors 
to  be  consistent  with  the  purpose  of 
Title  XIII  of  the  Act.  Unless  the 
Secretary  has  approved  the  additional 
factors,  the  health  systems  agency  shall 
base  its  review  solely  on  the  factors  set 
forth  in  paragraph  (a)(10)  of  this  section. 

§  122.309  Inpatient  facilities;  required 
findings. 

In  the  case  of  any  proposed  new 
institutional  hevilth  service  for  the 
provision  of  health  services  to  inpatients 
except  for  inpatient  proposals  subject  to 
§  122.310(c)(2),  a  health  systems  agency 
shall  not  recommend  that  a  State  grant  a 
certificate  of  need  under  its  certificate  of 
need  program,  or  otherwise  make  a 
finding  that  such  proposed  new 
institutional  health  service  is  needed, 
unless,  (a)  the  health  systems  agency 
makes  written  findings  as  to  (1)  the 
efficiency  and  appropriateness  of  the 
use  of  existing  inpatient  facilities 
providing  inpatient  services  similar  to 
those  proposed;  and  (2)  the  capital  and 
operating  costs  (and  their  potential 
impact  on  patient  cha-^ges),  efHciency, 
and  appropriateness  of  the  proposed 
new  institutional  health  services;  and 
(b)  the  health  systems  agency  makes 
each  of  the  following  findings  in  writing: 

(1)  That  superior  alternatives  to  such 
inpatient  services  in  terms  of  cost, 
efficiency,  and  appropriateness  do  not 
exist  and  that  the  development  of  such 
alternatives  is  net  practicable. 

(2)  That  in  the  case  of  new 
construction,  alternatives  to  new 
construction  (e.g.,  modernization  or 
sharing  arrangements)  have  been 


considered  and  have  been  implemented 
to  the  maximum  extent  practicable; 

(3)  That  patients  will  experience 
serious  problems  in  terms  of  cost, 
availability,  or  accessibility,  or  such 
other  problems  as  may  be  identified  by 
the  reviewing  agency,  in  obtaining 
inpatient  care  of  the  type  proposed  in 
the  absence  of  the  proposed  new 
service. 

(4)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision  of 
skilled  nursing  or  intermediate  care,  the 
relationship  of  the  addition  ft)  the  plans 
of  agencies  of  the  State  responsible  for 
providing  and  financing  long-term  care 
(including  home  health  services)  has 
been  considered. 

§  122.310  Health  maintenance 
organizations;  required  findingls]. 

(a)  In  the  case  of  any  new  institutional 
health  service  proposed  to  be  provided 
by  or  through  an  HMO,  a  health  systems 
agency  shall  not  recommend  that  a  State 
Agency  deny  a  certificate  of  need  with 
respect  to  such  service  (or  otherwise 
make  a  finding  under  this  subpart  that  • 
such  service  is  not  needed);  (1)  in  those 
cases  (i)  when  the  State  Agency  has 
granted  a  certificate  cf  need  which 
authorized  the  development  of  the 
service,  or  expenditures  in  preparation 
for  such  offering  or  development  (or  has 
otherwise  made  a  finding  that  such 
development  or  expenditure  is  needed), 
and  (ii)  when  the  offering  of  this  new 
institutional  health  service  will  be 
consistent  with  the  basic  objectives, 
time  schedules,  and  plans  of  the 
previously  approved  application,  or  (2) 
solely  because  there  is  an  HMO  of  the 
same  type,  as  specified  in  section 
1310(b)  of  the  Act,  in  the  same  area,  or 
solely  because  the  services  being 
reviewed  are  not  discussed  in  the 
applicable  health  systems  plan,  annual 
implementation  plan.  State  health  plan, 
or  State  medical  facilities  plan. 

(b)  In  the  case  of  any  new  institutional 
health  service  proposed  to  be  provided 
by  or  through  an  HMO  for  which 
assistance  may  be  provided  under  Title 
XIII  of  the  Act.  a  health  systems  agency 
shall  not  recommend  that  a  State 
Agency  deny  a  certificate  of  need  with 
respect  to  the  service 

(1)  Unless  the  health  systems  agency 
determines  that  the  service  is: 

(i)  Not  needed  by  the  enrolled  or 
reasonably  anticipated  new  members  of 
the  HMO  or  proposed  HMO  or; 

(ii)  Available  from  non-HMO 
providers  or  other  HMOs  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  HMO.  in 
accordance  with  §  122.308(a)(10)(ii).  or 


(2)  Unless  the  health  systems  agency 
determines  that  the  service  is  not 
needed  under  criteria  based  on  factors 
which  the  Secretary  has  approved  in 
accordance  with  §  122.308(c). 

(c)  In  the  case  of  a  new  institutional 
health  service  which  is  proposed  to  be 
provided  by  or  through  an  HMO  for 
which  assistance  may  be  provided 
under  Title  XIII  of  the  Act  and  which 
consists  of  (or  includes)  the 
construction,  development  or 
establishment  of  a  new  inpatient  health 
care  facility,  a  health  systems  agency 
shall  determine  whether  utilization  of 
the  facility  by  members  of  the  applicant 
will  account  for  at  least  75  percent  of  the 
projected  annual  inpatient  days,  as 
determined  in  accordance  with  the 
recommended  occupancy  levels  under 
the  applicable  health  systems  plan,  and: 
(1)  where  the  agency  determines  that 
these  members  will  account  for  less 
than  75  percent  of  these  patient  days,  it 
shall  review  the  proposal  in  accordance 
with  the  provisions  of  §  122.308(a)  and 
§  122.309,  and  (2)  where  the  agency 
determines  that  these  members'will 
account  for  at  least  75  percent  of  these 
patient  days,  it  shall  review  the  proposal 
in  accordance  with  the  provisions  of 
§  122.310(b). 

PART  123— STATE  HEALTH 
PLANNING  AND  DEVELOPMENT 
AGENCIES 

2.  Part  123  of  Title  42.  CFR,  is 
amended  by  revising  Subpart  F,  to  read 
as  follows: 

Subpart  E— Certificate  of  Need  and  Review 
of  New  Institutional  Health  Services 

123.401  Definitions. 

123.402  Purpose  and  applicability. 

123.403  General. 

123.404  New  institutional  health  services 
subject  to  review. 

123.405  Enforcement. 

123.406  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

123.407  Procedure  for  State  Agency  review. 

123.408  Exceptions  to  use  of  procedures. 

123.409  Criteria  for  State  Agency  review. 

123.410  Inpatient  facilities:  required 
findings. 

123.411  Health  maintenance  organizations; 
required  finding. 

Authority:  Sec.  215,  58  Stat.  690  (42  U.S.C. 

216);  secs.  1523, 1532  of  the  Public  Health 
Service  Act.  38  Stat.  2246.  2251. 

§  123.401  Definitions. 

In  addition  to  the  terms  defined  in 
subpa'-t  A  «f  this  Part,  as  used  in  this 
subpart: 

The  term  "to  develop,"  when  used  in 
connection  with  health  services,  means 
to  under! ,dke  those  activiles  which  on 
their  completion  will  result  in  the 
offering  of  a  new  institutional  health 
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service  or  the  incurring  of  a  financial 
obligation,  as  defined  under  applicable 
State  law,  in  relation  to  the  offering  of 
such  a  service. 

The  term  “health  care  facility"  is 
defined  under  section  1531(5)  of  the  Act 
to  have  the  same  meaning  as  such  term 
has  in  regulations  prescribed  under 
section  1122  of  the  Social  Security  Act. 
Such  regulations  (42  CFR  100.102(e)) 
define  the  term  “health  care  facilty”  as 
including  hospitals,  psychiatric 
hospitals,  tuberculosis  hospitals,  skilled 
nursing  facilites,  kidney  disease 
treatment  centers,  including 
freestanding  hemodialysis  units, 
intermediate  care  facilities,  and 
ambulatory  surgical  facilities,  but  does 
not  include  Christian  Science 
sanatorium  operated,  or  listed  and 
certified  by  the  First  Chruch  of  Christ 
Scientist,  Boston,  Massachusetts.  Such 
regulations  also  provide  that: 

(1)  The  term  “hospital"  means  an 
institution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under  the 
supervision  of  physicians,  diagnostic 
services  and  therapeutic  services  for 
medical  diagnosis,  treatment  and  care  of 
injured,  disabled,  or  sick  persons,  or 
rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons.  Such  term  does  not  include 
psychiatric  and  tuberculosis  hospitals. 

(2)  The  term  “psychiatric  hospital” 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
psychiatric  services  for  the  diagnosis 
and  treatment  of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hospital" 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  facility" 
means  an  institution  or  a  distinct  part  of 
an  institution  which  is  primarily 
engaged  in  providing  to  inpatients 
skilled  nursing  care  and  related  services 
for  patients  who  require  medical  or 
nursing  care,  or  rehabilitation  services 
for  the  rehabilitation  of  injured, 
disabled,  or  sick  persons. 

(5)  The  term  “intermediate  care 
facility"  means  an  institution  which 
provides,  on  a  regular  basis,  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  hospital  or 
skilled  nursing  facility  is  designed  to 
provide,  but  who  becau.se  of  their 
mental  or  physical  condition  require 
health  related  care  and  services  (above 
the  level  of  room  and  board). 

(6)  The  term  “ambulatory  surgical 
facility"  means  a  facility,  not  a  part  of  a 


hospital,  which  provides  surgical 
treatment  to  patients  not  requiring 
hospitalization.  Such  term  does  not 
include  the  offices  of  private  physicians 
or  dentists,  whether  for  individual  or 
group  practice. 

The  term  “health  maintenance 
organization”  or  “HMO”  is  defined 
under  section  1531(5)  of  the  Act  to  have 
the  same  meaning  as  such  term  has  in 
regulations  prescribed  under  section 
1122  of  the  Social  Security  Act.  Such 
regulations  (42  CFR  100.102)  define  the 
term  “HMO”  to  mean  a  public  or  private 
organization,  organized  under  the  laws 
of  any  State,  which: 

(1)  Provides  or  otherwise  makes 
available  to  enrolled  participants  health 
care  services,  including  at  least  the 
following  basic  health  care  services: 
Usual  physician  services,  hospitilization, 
laboratory,  x-ray,  emergecy  and 
preventive  services,  and  out-of-area 
coverage: 

(2)  Is  compensated  (except  for 
copayments)  for  the  provision  of  the 
basic  health  care  services  listed  in 
paragraph  (c)(1)  of  this  section  to 
enrolled  participants  on  a 
predetermined  periodic  rate  basis:  and 

(3)  Provides  physicians’  services 
primarily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through 
arrangements  with  individual  physicians 
or  one  or  more  groups  of  physicians 
(organized  on  a  group  practice  or 
individual  practice  basis). 

The  term  “HMO  for  which  assistance 
may  be  provided  under  Title  XIII" 
means  an  HMO  which  is  qualified  under 
section  1310(d)  of  the  Act  or  a  HMO 
which  the  Secretary  determines,  upon 
the  basis  of  an  application  and  the 
submission  of  any  information  and 
assurances  which  he  finds  necessary, 
may  be  eligible  for  assistance  under 
Title  XIII  of  the  Act. 

The  term  “health  services”  means 
clinically  related  (i.e.,  diagnostic, 
treatment,  or  rehabilitative)  services, 
and  includes  alcohol,  drug  abuse,  and 
mental  health  services. 

The  term  “institutional  health 
services”  means  health  services 
provided  in  or  through  health  care 
facilities  or  HMOs  and  includes  the 
entities  in  or  through  which  such 
services  are  provided. 

The  term  “to  offer,”  when  used  in 
connection  with  health  services,  means 
that  the  health  care  facility  or  HMO 
holds  itself  out  as  capable  of  providing 
or  as  having  the  means  for  the  provision 
of  specified  health  services. 

The  term  “person”  means  an 
individual,  a  trust  or  estate,  a 
partnership,  a  corporation  (including 


associations,  joint  stock  companies,  and 
insurance  companies)  a  State,  or  a 
political  subdivision  or  instrumentality 
(including  a  municipal  corporation)  of  a 
State. 

§  123.402  Purpose  and  applicability. 

(a) (1)  Section  1523(a)(4)(B)  of  the 
Public  Health  Service  Act  requires  each 
State  health  planning  and  development 
agency  to  administer  a  State  certificate 
of  need  program  which  applies  to  new 
institutional  health  services  proposed  to 
be  offered  or  developed  within  the  State 
and  which  is  satisfactory  to  the 
Secretary.  The  purpose  of  this  subpart  is 
to  set  forth  the  requirements  and 
standards  that  a  State  certificate  of  need 
program  must  meet  in  order  for  the 
Secretary  to  find  it  satisfactory.  A  State 
certificate  of  need  program  may  include 
additional  provisions  not  inconsistent 
with  the  requirements  of  this  subpart. 

(2)  Section  1523(a)(5)  of  the  Act 
requires  each  State  Agency,  after 
consideration  of  recommendations 
submitted  by  health  systems  agencies 
under  section  1513(f)  of  the  Act  and  42 
CFR  Part  122,  Subpart  D,  to  make 
findings  as  to  the  need  for  new 
institutional  health  services  proposed  to 
be  offered  within  the  State,  This  subpart 
also  sets  forth  the  requirements  and 
standards  for  State  reviews  under 
section  1523(a)(5). 

(3)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  functions 
under  section  1523  of  the  Act  (which 
include  reviews  conducted  pursuant  to 
section  1523(a)  (4)(B)  and  (5)).  each  State 
Agency  shall  (except  to  the  extent 
approved  by  the  Secretary)  follow 
procedures  and  apply  criteria  developed 
and  published  by  the  State  Agency  in 
accordance  with  regulations  of  the 
Secretary.  This  subpart  sets  forth 
requirements  respecting  such 
procedures  and  criteria. 

(b)  The  regulations  of  this  subpart  are 
applicable  to  State  certificate  of  need 
programs  under  section  1523(a)(4)(B)  of 
the  Act  and,  except  for  §  123.405 
(Enforcement),  to  reviews  for  purposes 
of  making  findings  as  to  the  need  for 
new  institutional  health  services  to  be 
offered  within  a  State  under  section 
1523(a)(5)  of  the  Act. 

§  123.403  General. 

(a)  Each  state  health  planning  and 
development  agency  shall  (1)  administer 
within  the  State  a  certificate  of  need 
program  meeting  the  requirements  of 
this  subpart;  Provided,  that  this 
requirement  shall  not  apply  to  a  State 
Agency  of  a  State  until  the  expiration  of 
the  first  regular  session  of  the  legislature 
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of  the  State  which  begins  after  January 
4, 1975;  and 

(2)  Make  Hndings  as  to  the  need  for 
new  institutional  health  services 
proposed  to  be  offered  or  developed  in 
the  State,  in  accordance  with  the 
applicable  requirements  of  this  subpart. 

(b)  The  State  Agency  shall  consider 
recommendations  made  by  health 
systems  agencies  under  section  1513(f] 
of  the  Act  and  in  accordance  with  42 
CFR  Part  122,  Subpart  D,  in  reviewing 
any  proposed  new  institutional  health 
service  under  this  subpart. 

(c)  Except  as  provided  in  §  123.408, 
each  State  Agency  shall  adopt  and 
utilize  review  procedures  and  criteria 
which  meet  the  requirements  of 

§  123.407  and  §  123.409,  respectively, 
when  conducting  reviews  of  new 
in.stitutional  health  services.  The  public 
shall  be  given  notice  of  such  review 
procedures  and  criteria  in  accordance 
with  the  requirements  of  §  123.406.  In 
addition,  in  the  case  of  any  proposed 
new  institutional  health  service  for  the 
provision  of  health  services  to 
inpatients,  the  State  Agency  shall 
comply  with  the  requirements  of 
§  123.410;  in  the  case  of  any  new 
institutional  health  service  proposed  for 
“an”  HMO  the  State  Agency  shall 
comply  with  the  requirements  of 
§  123.411. 

§  123.404  New  institutional  health 
services  subject  to  review. 

(a)  All  new  institutional  health 
services  proposed  to  be  offered  or 
developed  within  the  State  by  any 
person  shall  be  subject  to  review  under 
this  subpart.  For  purposes  of  this 
subpart,  "new  institutional  health 
services”  shall  include: 

(1)  The  construction,  development,  or 
other  establishment  of  a  new  health  care 
facility  or  HMO: 

(2)  Any  expenditure  by  or  on  behalf  of 
a  health  care  facility  or  HMO  in  excess 
of  $150,000  (or  such  lesser  amount  as  the 
State  may  specify)  which,  under 
generally  accepted  accounting  principles 
consistently  applied,  is  a  capital 
expenditure;  except  that  this  subpart 
shall  not  apply  to  expenditures  for  (i) 
site  acquisitions;  (ii)  acquisitions  of 
existing  health  care  facilities  and 
HMO's  or  (iii)  expenditures  solely  for 
the  termination  or  reduction  of  beds  or 
of  a  health  service:  unless  included  by 
the  State  in  its  scope  of  coverage.  Where 
a  person  makes  an  acquisition  by  or  on 
behalf  of  a  health  care  facility  or  HMO 
under  lease  or  comparable  arrangement, 
or  through  donation,  which  would  have 
required  review  if  the  acquisition  had 
been  by  purchase,  such  acquisition  shall 


be  deemed  a  capital  expenditure  subject 
to  review, 

(3)  A  change  in  bed  capacity  of  a 
health  care  facility  or  HMO  which 
increases  the  total  number  of  beds  (or 
distributes  beds  among  various 
categories,  or  relocates  such  beds  from 
one  physical  facility  or  site  to  another] 
by  more  than  10  beds  or  more  than  10 
percent  of  total  bed  capacity  as  defined 
by  the  State,  whichever  is  less,  over  a 
two-year  period. 

(4)  Health  services,  except  home 
health  services,  which  are  offered  in  or 
through  a  health  care  facility  or  HMO 
and  which  were  not  offered  on  a  regular 
basis  in  or  through  such  health  care 
facility  or  HMO  within  the  twelve 
month  period  prior  to  the  time  such 
services  would  be  offered. 

(b) (1)  Any  expenditure  by  or  on  behalf 
of  a  health  care  facility  or  HMO  in 
excess  of  $150,000  (or  such  lesser 
amount  as  the  State  may  specify)  made 
in  preparation  for  the  offering  or 
development  of  a  new  institutional 
health  service  and  any  arrangement  or 
commitment  made  for  financing  the 
offering  or  development  of  the  new 
institutional  health  service  shall  be 
subject  to  review  under  this  subpart, 
except  that  the  State  Agency  may  not 
review  expenditures  for  feasibility 
surveys  for  HMOs  which  are  funded 
under  section  1303  of  the  Act  or 
expenditures  for  planning  of  HMOs 
which  are  funded  under  section  1304  of 
the  Act. 

(2)  Nothing  in  this  subpart  shall 
preclude  a  State  Agency  from  granting  a 
certiHcate  of  need  which  permits 
expenditures  only  for  predevelopment 
activities,  but  does  not  authorize  the 
offering  or  development  of  the  new 
institutional  health  service  with  respect 
to  which  such  predevelopment  activities 
are  proposed. 

(3)  Expenditures  in  preparation  for  the 
offering  of  a  new  institutional  health 
service  shall  include  expenditures  for 
architectural  designs,  plans,  working 
drawings,  and  specifications.  Such 
expenditures  may  also  include  those  for 
site  acquisition  and  preliminary  plans, 
studies,  and  surveys,  if  these  are 
included  by  the  State  Agency  in  its 
definition  of  predevelopment  activities, 
but  may  not  include  expenditures  for 
HMO  activities  described  in 
subparagraph  (1)  of  this  paragraph. 

(c)  Prior  to  its  review  of  new 
institutional  health  services,  each  State 
Agency  shall  disseminate  to  all  health 
care  facilities  and  HMO's  within  the 
State,  and  shall  publish  in  one  or  more 
newspapers  of  general  circulation  in  the 
State,  a  description  of  the  scope  of 
coverage  of  its  program  for  review  of 


new  institutional  health  services.  Such 
description  shall  include,  at  a  minimum, 
the  coverage  required  by  paragraphs  (a) 
and  (b)  of  this  section.  Whenever  the 
scope  of  such  coverage  is  revised,  the 
State  Agency  shall  disseminate  and 
publish  a  revised  description  thereof. 

§  123.405  Enforcement. 

(a)  The  State  certificate  of  need 
program  shall  provide  (1)  that  only  those 
new  institutional  health  services  which 
are  found  by  the  State  Agency  to  be 
needed  shall  be  granted  certificates  of 
need,  (2)  that  only  those  new 
institutional  health  services  which  are 
granted  certificates  of  need  shall  be 
offered  or  developed  within  the  State, 

(3)  that  no  expenditures  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify)  in  preparation  for  the 
offering  or  development  of  a  new 
institutional  health  service  shall  be 
made  by  any  person  unless  a  certificate 
of  need  for  such  services  or 
expenditures  has  been  granted:  and  (4) 
that  no  arrangement  or  commitment  for 
financing  the  offering  or  development  of 
the  new  institutional  health  service  shall 
be  made  by  any  person,  unless  a 
certificate  of  need  for  such  arrangement 
or  commitment  has  been  granted. 

(b)  The  State  certificate  of  need 
program  shall  provide  sanctions,  such  as 
the  denial  or  revocation  of  a  license  to 
operate,  civil  or  criminal  penalties,  or 
injunctive  relief,  which  the  Secretary 
finds  sufficient  to  assure  compliance 
with  the  provisions  of  paragraph  (a)  of 
this  section. 

§  123.406  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  State  Agency  shall  adopt, 
and  review  and  revise  as  necessary, 
review  procedures  and  criteria  in 
accordance  with  the  requirements  of 
this  subpart  prior  to  its  review  of  new 
institutional  health  services,  and  in 
accordance  with  its  Designation 
Agreement. 

(b)  Before  adopting  the  review 
procedures  and  criteria  required  by  this 
subpart  or  any  revisions  of  such 
procedures  and  criteria,  the  State 
Agency  shall  give  interested  persons  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revisions  thereof,  which  it  proposes  to 
adopt,  as  follows: 

(1)  The  State  Agency  shall  distribute 
copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  Statewide  health 
agencies  and  organizations,  the 
Statewide  Health  Coordinating  Council, 
and  each  health  systems  agency  for  a 
health  service  area  located  in  whole  or 
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in  part  within  the  State,  and  any  agency 
which  establishes  rates  for  health  care 
facilities  or  health  maintenance 
organizations  in  the  State. 

(2)  The  State  Agency  shall  publish,  in 
one  or  more  newspapers  of  general 
circulation  in  the  State,  a  notice  stating 
that  review  procedures  and  criteria,  or 
revisions  thereof,  have  been  proposed 
for  adoption  and  are  available  at 
specified  addresses  for  inspection  and 
copying  by  interested  persons. 

(3)  A  State  agency  may  request  from 
the  Secretary  an  exception  to  the 
requirement  of  §  123.406(bK2).  Such 
request  shall  be  in  writing,  shall  contain 
a  detailed  explanation  of  the  reasons  for 
the  request  and  of  the  substitute 
publication  procedures  that  the  agency 
intends  to  follow  if  the  exception  is 
approved.  The  Secretary  may  grant  such 
an  exception  if  he  determines  that  the 
proposed  substitute  procedures  are  less 
costly  or  more  effective  and  do  not 
adversely  and  substantially  affect  the 
rights  of  persons  affected  by  the  subject 
reviews. 

(c)  Each  State  Agency  shall  distribute 
copies  of  its  adopted  review  procedures 
and  criteria,  and  any  revisions  thereof, 
to  the  agencies  and  organizations 
specified  in  paragraph  (b)(1)  of  this 
section  and  to  the  Secretary,  and  shall 
provide  such  copies  to  other  persons 
upon  request. 

§  123.407  Procedures  for  State  Agency 
review. 

(a)  The  procedures  adopted  and 
utilized  by  a  State  Agency  for 
conducting  the  reviews  covered  by  this 
subpart  shall  include  at  least  the 
following; 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  the  review,  of  the 
period  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected 
by  the  review  as  defined  in  paragraph 
(a)(7)  of  this  section,  and  of  the  manner 
in  which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so 
requested.  For  purposes  of  this 
subparagraph,  “affected  persons” 
include,  at  a  minimum,  the  person 
whose  proposal  is  being  reviewed,  the 
health  systems  agency  for  the  health 
service  area  in  which  the  proposed  new 
institutional  health  service  is  to  be 
offered  or  developed,  health  systems 
agencies  serving  contiguous  health 
systems  areas,  health  care  facilities  and 
health  maintenance  organizations 
located  in  the  health  service  area  which 
provide  institutional  health  services,  any 
agency  which  establishes  rates  for 


health  care  facilities  or  health 
maintenance  organizations  in  the  State, 
and  those  members  of  the  public  who 
are  to  be  served  by  the  proposed  new 
institutional  health  services.  For 
purposes  of  this  subparagraph,  the  date 
of  "notification”  is  the  date  on  which  the 
notice  is  sent  or  the  date  on  which  the 
notice  appears  in  a  newspaper  of 
general  circulation,  whichever  is  later. 
Written  notification  to  members  of  the 
public  may  be  provided  through 
newspapers  of  general  circulation  in 
such  area  and  public  information 
channels;  notification  to  all  other 
affected  persons  shall  be  by  mail  (which 
may  be  as  part  of  a  nev/sletter). 

(2)  Schedules  for  reviews  which 
provide  that  no  review  shall,  to  the 
extent  practicable,  take  longer  than  90 
days  from  the  date  that  notification  is 
sent  to  all  affected  persons  to  the  date  of 
the  written  findings  made  in  accordance 
with  paragraph  (a)(5)  of  this  section: 
Provided,  That  in  the  case  of  a  review  of 
a  new  institutional  health  service 
proposed  by  a  health  maintenance 
organization,  no  review  shall  take  longer 
than  90  days  from  the  date  an 
application  providing  the  information 
required  under  paragraph  (a)(3)  of  this 
section  is  received.  The  State  Agency 
shall  adopt  criteria  for  determining 
when  it  would  not  be  practicable  to 
complete  a  review  within  90  days. 

Where  a  proposed  new  institutional 
health  service  is  to  be  provided  in  a 
health  service  area  for  which  a  health 
systems  agency  has  been  designated, 
such  schedule  shall  set  forth  the  period 
within  which  the  health  systems  agency 
must  complete  its  review  under  section 
1513(f)  of  the  Act  and  42  CFR  Part  122, 
subpart  D,  and  provide  its 
recommendation  with  respect  to  such 
new  service  to  the  State  Agency; 
Provided,  That  the  period  alloted  by  the 
State  Agency  to  the  health  systems 
agency  for  completion  of  its  review  and 
submission  of  its  recommendations  may 
not  be  less  than  60  days,  except  with  the 
written  consent  of  the  health  systems 
agency,  but  in  the  case  of  reviews  of 
new  institutional  health  services 
proposed  by  a  health  maintenance 
organization,  the  State  Agency  may  not 
extend  the  length  of  a  health  systems 
agency  review  beyond  60  days  from  the 
date  the  application  is  received. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  State  Agency  in 
such  form  and  manner,  and  containing 
such  information  as  the  State  agency 
shall  perscribe  and  publish,  such 
information  as  the  State  Agency  may 
require  concerning  the  subject  of  such 
review.  Such  information  requirements 
may  vary  according  to  the  purpose  for 


which  a  particular  review  is  being 
conducted  or  the  type  of  health  service 
being  reviewed;  Provided,  That  the  State' 
Agency  may  require  no  information  of  a 
person  subject  to  review  which  is  not 
prescribed  and  published  as  being 
required. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  State  Agency  review 
under  section  1523  (a)(4)(B)  and  (a)(5)  of 
the  Act  respecting  the  development  of 
proposals  subject  to  review  under  this 
subpart. 

(5)  Provision  for  written  findings 
(including,  as  appropriate,  the  required 
findings  under  §  §  123.410  and  123.411) 
which  state  the  basis  for  any  final 
decision  made  by  the  State  Agency.  The 
State  Agency  may  make  its  final 
decision  conditional  if  the  established 
State  program  provides  for  such  a 
procedure.  Such  findings  shall  be  sent  to 
the  person  proposing  the  new 
institutional  health  service  and  to  the 
health  systems  agency  for  the  health 
service  area  in  which  the  new  service  is 
proposed  to  be  offered  or  developed, 
and  shall  be  available  to  others  upon 
request.  In  the  case  of  a  new 
institutional  health  service  proposed  by 
an  HMO,  these  written  findings  shall 
also  be  sent  to  the  appropriate  Regional 
Office  of  the  Department  of  Health. 
Education,  and  Welfare  at  the  time 
these  are  sent  to  the  person  proposing 
the  new  institutional  health  service. 

(6)  Notification,  upon  request,  of 
providers  of  health  services  and  other 
persons  subject  to  review  under  this 
subpart  of  the  status  of  the  State  Agency 
review  of  new  institutional  health 
services  subject  to  review,  findings 
made  in  the  course  of  such  review,  and 
other  appropriate  information  respecting 
such  review. 

(7)  Provision  for  a  public  hearing  in 
the  course  of  agency  review  if  requested 
by  one  or  more  persons  directly  affected 
by  the  review.  The  agency  must  provide 
for  a  reasonable  period  from  the  date  of 
written  notification  of  the  beginning  of  a 
review  (see  paragraph  (a)(1)  of  this 
section )  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected 
by  the  review.  The  agency  may  not 
impose  fees  for  such  a  hearing. 

(i)  For  purpose  of  this  subparagraph, 
“persons  directly  affected”  by  the 
review  include,  at  a  minimum,  the 
person  whose  proposal  is  being 
reviewed,  members  of  the  public  who 
are  to  be  served  by  the  proposed  new 
instutional  health  services;  health  care 
facilities  and  HMOs  located  in  the 
health  service  area  in  which  the  service 
is  proposed  to  be  offered  or  developed 
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which  provide  services  similar  to  the 
proposed  services  under  review;  health 
care  facilities  and  HMOs  which,  prior  to 
receipt  by  the  agency  of  the  proposal 
being  reviewed,  have  formally  indicated 
an  intention  to  provide  such  similar 
services  in  the  future:  and  any  agency 
which  establishes  rates  for  health  care 
facilities  or  HMCs  located  in  the  health 
service  area  in  which  the  service  is 
proposed  to  be  offered  or  developed. 
Where  such  a  hearing  is  requested,  the 
State  Agency  shall,  prior  to  such 
hearing,  provide  notice  of  such  hearing, 
in  accordance  with  its  procedure 
adopted  pursuant  to  paragraph  (a](l]  of 
this  section.  The  procedure  for  the 
hearing  must  provide  an  opportunity  for 
any  person  to  present  testimony. 

(ii)  Although  paragraph  (c)  of  this 
section  provides  that  the  requirement  of 
this  paragraph  is  satisfied  if  the 
appropriate  health  systems  agency  has 
provided  for  the  corresponding 
procedure  found  at  42  CFR  122.306(a)(7), 
in  the  event  that  a  person  qualifying 
under  the  State  Agency  definition  of 
“directly  affected"  is  not  provided  an 
opportunity  for  a  public  hearing  by  the 
health  system  agency,  due  to  a 
difference  in  that  agency’s  definition  of 
“directly  affected  persons”,  the  State 
Agency  must  provide  an  opportunity  for 
a  public  hearing. 

(8)  Provision  that  any  person  may,  for 
good  cause  shown,  request  in  v/riting  a 
public  hearing  for  purposes  of 
reconsideration  of  a  State  Agency 
decision,  and  procedures  for  such  a' 
hearing.  The  agency  may  not  impose 
fees  foi  such  a  hearing.  For  purposes  of 
this  subparagraph,  a  request  for  a  public 
hearing  shall  be  deemed  by  the  State 
Agency  to  have  jhow'n  good  cause  if  it 
(i)  presents  significant  relevant 
information  not  previously  considered 
by  the  State  Agency,  (ii)  demonstrates 
that  there  have  been  significant  changes 
in  factors  or  circumstances  relied  upon 
by  the  State  Agency  in  reaching  its 
decision,  (iii)  demonstrates  that  the 
State  Agency  has  materially  failed  to 
follow  its  adopted  procedures  in 
reaching  its  decision,  or  (iv)  provides 
such  other  bases  for  a  public  hearing  as 
the  State  Agency  determines  constitutes 
good  cause.  To  be  effective,  a  request 
for  such  a  hearing  shall  be  received 
within  30  days  of  the  State  Agency 
decision,  and  the  hearing  shall 
commence  within  30  days  of  receipt  of 
the  request,  except  that  where  any 
different  time  periods  for  such 
procedures  are  established  by  State  law 
governing  the  practices  and  procedures 
of  administrative  agencies,  the  later 
shall  govern.  Notification  of  such  a 


public  hearing  shall  be  sent,  prior  to  the 
date  of  the  hearing,  to  the  person 
requesting  the  hearing,  the  person 
proposing  the  new  institutional  health 
service,  and  the  health  systems  agency 
for  the  health  service  area  in  which  they 
new  institutional  health  service  is 
proposed  to  be  offered  or  developed, 
and  shall  be  sent  to  others  upon  request. 
The  State  Agency  shall  make  written 
findings  which  state  the  basis  for  its 
decision  within  45  days  after  the 
conclusion  of  such  hearing,  except  that 
where  any  different  time  period  is 
required  by  State  law  governing  the 
practices  and  procedures  of 
administrative  agencies,  the  latter  shall 
govern.  A  decision  of  the  State  Agency 
follow'ing  a  public  hearing  under  this 
subparagraph,  shall  be  considered  a 
decision  of  the  State  Agency  for 
purposes  of  subparagraphs  (5).  (6),  (9), 
(10),  (11),  and  (12)  of  this  paragraph. 

(9)  Provision  that  if  the  State  Agency 
makes  a  decision  regarding  a  proposed 
new  institutional  health  service  which  is 
inconsistent  with  a  recommendation 
made  with  respect  thereto  by  the  health 
systems  agency  making  such 
recommendation  pursuant  to  42  CFR 
122.107(c)(14),  the  State  Agency  shall 
submit  to  such  health  systems  agency  a 
written,  detailed  statement  of  the 
reasons  for  the  inconsistency.  Such 
decision  (and  the  record  upon  which  it 
was  made)  shall,  upon  request  of  the 
health  systems  agency,  be  reviewed, 
under  an  appeals  mechanism  consistent 
with  State  law  governing  the  practices 
and  procedures  of  administrative 
agencies,  by  an  agency  of  the  State 
(other  than  the  State  Agency  ) 
designated  by  the  Governor.  To  be 
effective,  the  health  systems  agency’s 
request  must  be  received  within  30  days 
of  the  State  Agency  decision,  and  the 
review  shall  commence  within  30  days 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
such  procedures  are  established  by 
State  Law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern.  The  decision  of 
the  reviewing  agency  shall  be  made  in 
writing  within  45  days  after  the 
conclusion  of  such  review,  except  that 
where  any  different  time  period  is 
required  by  State  law  governing  the 
practices  and  procedures  of 
administrative  agencies,  the  latter  shall 
govern.  These  written  findings  shall  be 
sent  to  the  person  proposing  the  new 
institutional  health  service,  to  the  health 
system  agency  requesting  the  review, 
and  to  the  State  Agency,  and  shall  be 
made  available  by  the  State  Agency  to 
others  upon  request.  The  decision  of  the 
reviewing  agency  shall  be  considered 


the  final  decision  of  the  State  Agency: 
however,  the  reviewing  agency  may 
remand  the  matter  to  the  State  Agency 
for  further  action  or  consideration  if 
applicable  State  law  permits  such 
remanding. 

(10)  Provision  that  any  decision  of  the 
State  Agency  under  this  subpart  (and 
the  record  upon  which  it  w'as  made) 
shall,  upon  request  of  the  person 
proposing  the  new  institutional  health 
service,  be  reviewed,  under  an  appeals 
mechanism  consistent  with  State  law 
governing  the  practices  and  procedures 
of  administrative  agencies,  by  an  agency 
of  the  State  (other  than  the  State 
Agency)  designated  by  the  Governor.  To 
be  effective,  the  request  of  the  person 
proposing  the  new  institutional  health 
service  must  be  received  within  30  days 
of  the  State  Agency  decision,  and  the 
review  shall  commence  within  30  days 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
such  procedures  are  established  by 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern.  The  decision  of 
the  reviewing  agency  shall  be  made  in 
writing  within  45  days  after  the 
conclusion  of  such  review,  except  that 
where  any  different  time  period  is 
required  by  State  law  governing  the 
practices  and  procedures  of 
administrative  agencies,  the  latter  shall 
govern.  These  written  findings  shall  be 
sent  to  the  person  proposing  the  new 
institutional  health  service,  the 
appropriate  health  systems  agency,  and 
to  the  State  Agency,  and  shall  be  made 
available  by  the  State  Agency  to  others 
upon  request.  The  decision  of  the 
reviewing  agency  shall  be  considered 
the  final  decision  of  the  State  Agency: 
however,  the  reviewing  agency  may 
remand  the  matter  to  the  State  Agency 
for  further  action  or  consideration  if 
applicable  State  law  permits  such 
remanding. 

(11)  If  a  State  Agency  (or  a  reviewing 
agency,  under  subparagraph  (a)(9)  or 
(a)(10)  of  this  section)  makes  a  decision 
regarding  a  proposed  new  institutional 
health  service  which  the  State  Agency 
determines  is  not  consistent  with  the 
goals  of  the  applicable  health  systems 
plan  (established  under  section 
1513(b)(2)  of  the  Act)  or  the  priorities  of 
the  applicable  annual  implementation 
plan  (established  under  section 
1513(b)(3)  of  the  Act),  the  State  Agency 
(or  the  reviewing  agency,  as 
appropriate)  shall  submit  to  the 
appropriate  Health  Systems  Agency  a 
written,  detailed  statement  of  the 
reasons  for  the  inconsistency. 

(12)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  State 
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Agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  such  review)  and  of  the 
reviews  completed  by  the  agency  since 
the  publication  of  the  last  report  and  a 
general  statement  of  the  findings  and 
decisions  made  in  the  course  of  such 
reviews. 

(13)  Access  by  the  general  public  to 
all  applications  reviewed  by  the  State 
Agency  and  to  all  other  written 
materials  pertinent  to  any  agency 
review. 

(14)  In  the  case  of  construction 
projects,  submission  to  the  State  Agency 
by  the  persons  proposing  such  projects 
of  letters  of  intent  in  such  detail  as  may 
be  necessary  to  inform  the  agency  of  the 
scope  and  nature  of  the  projects  at  the 
earliest  possible  opportunity  in  the 
course  of  planning  of  such  construction 
projects. 

(15)  Provision  that  if  the  State  Agency 
does  not  make  a  decision  regarding  a 
proposed  new  institutional  health 
service  within  the  period  of  time 
specified  for  State  Agency  review,  a 
certificate  of  need  shall  not  be  issued. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)  (3), 

(4).  (7),  or  (14)  of  this  section  shall  be 
deemed  satisfied  if  the  appropriate 
health  systems  agency  has  provided  for 
the  corresponding  procedure  found  at  42 
CFR  122.306(a)  (3),  (4).  (7).  or  (11). 

§  123.408  Exceptions  to  use  of 
procedures. 

After  following  the  procedure  set  forth 
at  §  123.406(b),  a  State  Agency  may, 
with  respect  to  any  type  or  group  or 
reviews,  request  from  the  Secretary  an 
exception  to  the  requirement  of 
§  123.403(c)  that  it  utilize  review 
procedures  which  meet  the  requirements 
of  §  123.407.  Such  request  shall  be  in 
writing,  shall  contain  a  detailed 
explanation  of  the  reasons  for  the 
request  and  of  the  substitute  review 
procedures  that  the  agency  intends  to 
follow  if  the  exception  is  approved,  and 
shall  be  accompanied  by  copies  of  all 
written  comments  submitted  under 
§  123.406(b)  to  the  State  Agency  with 
respect  to  the  request  for  an  exception. 
The  Secretary  may  grant  such  an 
exception  if  he  determines  that  the 
proposed  substitute  procedures  are  less 
costly  or  more  effective,  are  consistent 
with  the  purposes  of  the  Act,  and  do  not 
adversely  and  substantially  affect  the 
rights  of  persons  affected  by  the  subject 


reviews.  The  State  Agency  shall 
distribute  copies  of  substitute 
procedures  approved  by  the  Secretary  in 
accordance  with  the  requirements  of 
§  123.406(c). 

§  123.409  Criteria  for  State  agency  review. 

(а)  The  State  Agency  shall  adopt,  and 
utilize  as  appropriate,  specific  criteria 
for  conducting  the  reviews  covered  by 
this  subpart.  The  criteria  shall  include  at 
least  the  following  general 
considerations  listed  below,  but  in  the 
case  of  HMOs  for  which  assistance  may 
be  provided  under  Title  XIII  except  for 
HMO  proposals  subject  to 

§  123.411(c)(1),  the  considerations  shall 
be  limited  to  those  set  forth  in 
subparagraph  (10). 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the 
applicable  health  systems  plan  and 
annual  implementation  plan  adopted 
pursuant  to  section  1513(b)  (2)  and  (3). 
respectively,  of  the  Act. 

(2)  The  relationship  of  services 
reviewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  such  services. 

(3) (i)  The  need  that  the  population 
served  or  to  be  served  has  for  the 
services  proposed  to  be  offered  or 
expanded,  and  the  extent  to  which  low 
income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups 
are  likely  to  have  access  to  those 
services. 

(ii)  In  the  case  of  a  reduction  or 
elimination  of  a  service,  including  the 
relocation  of  a  facility  or  a  service,  the 
need  that  the  population  presently 
served  has  for  the  service,  the  extent  to 
which  that  need  will  be  met  adequately 
by  the  proposed  relocation  or  by 
alternative  arrangements,  and  the  effect 
of  the  reduction,  elimination  or 
relocation  of  the  service  on  the  ability  of 
low  income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups 
to  obtain  needed  health  care. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  the  services  to  be  offered, 
expanded,  reduced,  relocated,  or 
eliminated. 

(5)  The  immediate  and  long-term 
financial  feasibility  of  the  proposal,  as 
well  as  the  probable  impact  of  the 
proposal  on  the  costs  of  and  charges  for 
providing  health  services  by  the  person 
proposing  the  new  institutional  health 
service. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 


such  services  are  proposed  to  be 
provided. 

(7)  The  availability  of  resources 
(including  heilth  manpower, 
management  personnel,  and  funds  for 
capital  and  operating  needs)  for  the 
provision  of  the  services  proposed  to  be 
provided  and  the  availability  of 
alternative  uses  of  such  resources  for 
the  provision  of  other  health  services. 

(8)  The  relationship,  including  the 
organizational  relationship,  of  the  health 
services  proposed  to  be  provided  to 
ancillary  or  support  services. 

(9)  Special  needs  and  circumstances 
of  those  entities  which  provide  a 
substantial  portion  of  their  services  or 
resources,  or  both,  to  individuals  not 
residing  in  the  health  service  areas  in 
which  the  entities  are  located  or  in 
adjacent  health  service  areas.  Such 
entities  may  include  medical  and  other 
health  professions  schools, 
multidisciplinary  clinics  and  specialty 
centers. 

(10)  The  special  needs  and 
circuqjstances  of  HMOs  for  which 
assistance  may  be  provided  under  title 
XIII  of  the  Act.  Such  needs  and 
circumstances  shall  be  limited  to: 

(i)  The  needs  of  enrolled  members  and 
reasonably  anticipated  new  members  of 
the  HMO  or  proposed  HMO  for  the  new 
institutional  health  services  proposed  to 
be  provided  by  the  organization. 

(11)  The  availability  of  the  new  health 
services  from  non-HMO  providers  or 
other  1  IMOs  in  a  reasonable  and  cost- 
effective  manner  which  is  consistent 
with  the  basic  method  of  operation  of 
the  HMO  or  proposed  HMO.  In 
assessing  the  availability  of  these  health 
services  from  these  providers,  the 
agency  shall  consider  only  whether  the 
services  from  these  providers: 

(A)  Would  be  available  under  a 
contract  of  at  least  five  years  duration: 

(B)  Would  be  available  and 
conveniently  accessible  through 
physicians  and  other  health 
professionals  associated  with  the  HMO 
or  proposed  HMO  (For  example — 
whether  physicians  associated  with  the 
HMO  have  or  will  have  full  staff 
privileges  at  a  non-HMO  hospital): 

(C)  W'ould  cost  no  more  than  if  the 
services  were  provided  by  the  HMO  or 
proposed  HMO;  and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to  the 
HMO  or  proposed  HMO. 

(iii)  Any  other  factors  which  the  State 
Agency  may  propose  and  the  Secretary 
may.  in  accordance  with  paragraph  (c) 
of  this  section,  find  to  be  consistent  with 
the  purpose  of  Title  XIII  of  the  Act. 

(11)  The  special  needs  and 
circumstances  of  biomedical  and 
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behavioral  research  projects  which  are 
designed  to  meet  a  national  need  and 
for  which  local  conditions  offer  special 
advantages. 

(12)  In  the  case  of  a  construction 
project — 

(i)  The  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(ii)  The  probable  impact  of  the 
construction  project  reviewed  on  the 
costs  of  providing  health  services  by  the 
person  proposing  such  construction 
project. 

(13)  The  contribution  of  the  proposed 
new  institutional  health  service  in 
meeting  the  health  related  needs  of 
members  of  medically  underserved 
groups  which  have  traditionally 
experienced  difficulties  in  obtaining 
equal  access  to  health  services  (for 
example,  low  income  persons,  racial  and 
ethnic  minorities,  women,  and 
handicapped  persons),  particularly 
those  needs  identified  in  the  applicable 
health  systems  plan  and  annual 
implementation  plan  as  deserving  of 
priority. 

(14)  The  special  circumstances  of 
health  care  facilities  and  PIMOs  with 
respect  to  the  need  for  conserving 
energy. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  tjqje  of  health 
service  reviewed. 

(c)  Where  a  State  Agency  proposes 
under  paragraph  (a)(10)(iii)  of  this 
section  that  it  be  permitted  to  base  its 
reviews  of  HMOs  on  criteria  which 
consider  factors  not  set  forth  in 
paragraph  (a)(10)  of  this  section,  it  shall 
do  so  in  a  written  request  to  the 
Secretary,  specifying  the  reasons  for  the 
proposal.  The  Secretary  will  approve  the 
request  if  he  finds  the  additional  factors 
to  be  consistent  with  the  purpose  of 
Title  XllI  of  the  Act.  Unless  the 
Secretary  has  approved  the  additional 
factors,  the  State  Agency  shall  base  its 
review  solely  on  the  factors  set  forth  in 
paragraph  (a)(10)  of  this  section. 

§  123.410  Inpatient  facilities;  required 
(indii'igs. 

In  the  case  of  any  proposed  new 
institutional  health  service  for  the 
provision  of  health  services  to 
inpatients,  except  for  inpatient 
proposals  subject  to  §  123.411(c)(2),  a 
State  Agency  shall  not  grant  a 
certificate  of  need  under  its  certificate  of 


need  program,  or  otherwise  make  a 
finding  that  such  proposed  new 
institutional  health  service  is  needed, 
unless  (a)  the  State  Agency  makes 
written  findings  as  to:  (1)  the  efficiency 
and  appropriateness  of  the  use  of 
existing  inpatient  facilities  providing 
inpatient  services  similar  to  those 
proposed;  and  (2)  the  capital  and 
operating  costs  (and  their  potential 
impact  on  patient  charges),  efficiency, 
and  apprc'priateness  of  the  proposed 
new  institutional  health  service;  and 

(b)  the  State  Agency  makes  each  of 
the  following  findings  in  writing: 

(1)  That  superior  alternatives  to  such 
inpatient  services  in  terms  of  cost, 
efficiency,  and  appropriateness  do  not 
exist  and  that  the  development  of  such 
alternatives  is  not  practicable. 

(2)  That  in  the  case  of  new 
construction,  alternatives  to  new 
construction  (e.g.,  modernization  or 
sharing  arrangements)  have  been 
considered  and  have  been  implemented 
to  the  maximum  extent  practicable; 

(3)  That  patients  will  experience 
serious  problems  in  terms  of  cost, 
availability,  or  accessibility,  or  such 
other  problems  as  may  be  identified  by 
the  reviewing  agency,  in  obtaining 
inpatient  care  of  the  type  proposed  in 
the  absence  of  the  proposed  new 
service,  and 

(4)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision  of 
skilled  nursing  or  intermediate  care  the 
relationship  of  the  addition  to  the  plans 
of  other  agencies  of  the  State 
responsible  for  providing  and  financing 
long-term  care  (including  home  health 
services)  has  been  considered. 

§123.411  Health  maintenance 
organizations;  required  findings. 

(a)  In  the  case  of  any  new  institutional 
health  service  proposed  to  be  provided 
by  or  through  an  HMO,  a  State  Agency 
shall  not  deny  a  certificate  of  need  with 
respect  to  such  service  (or  otherwise 
make  a  finding  under  this  subpart  that 
such  service  is  not  needed)  (1)  in  those 
cases  (i)  when  the  State  Agency  has 
granted  a  certificate  of  need  which 
authorized  the  development  of  the 
service,  or  expenditures  in  preparation 
for  such  offering  or  development  (or  has 
otherwise  made  a  finding  that  such 
development  or  expenditure  is  needed), 
and  (ii)  when  the  offering  of  this  new 
institutional  health  service  will  be 
consistent  with  the  basic  objectives, 
time  schedules,  and  plans  of  the 
previously  approved  application: 
Provided,  That  the  State  Agency  may 


impose  a  limitation  on  the  duration  of 
the  certificate  of  need  which  shall  expire 
at  the  end  of  such  time  unless  the  health 
service  is  offered  prior  thereto,  or  (2) 
solely  because  there  is  an  HMO  of  the 
same  type,  as  specified  in  section 
1310(b)  of  the  Act,  in  the  same  area,  or 
solely  because  the  services  being 
reviewed  are  not  discussed  in  the 
applicable  health  systems  plan,  annual 
implementation  plan.  State  health  plan, 
or  State  medical  facilities  plan. 

(b)  In  the  case  of  any  new  institutional 
health  service  proposed  to  be  provided 
by  or  through  an  HMO  for  which 
assistance  may  be  provided  under  Title 
XIII  of  the  Act,  a  State  Agency  shall  not 
deny  a  certificate  of  need  with  respect 
to  the  service. 

(1)  Unless  the  State  Agency 
determines  that  the  Service  is: 

(1)  Not  needed  by  the  enrolled  or 
reasonably  anticipated  new  members  of 
the  HMO  or  proposed  HMO,  or 

(ii)  Available  from  non-HMO 
providers  or  other  HMOs  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  HMO  in 
accordance  with  §  123.409(a)(10)(ii),  or 

(2)  Unless  the  State  Agency 
determines  that  the  service  is  not 
needed  under  criteria  based  on  factors 
which  the  Secretary  has  approved  in 
accordance  with  §  123.409(c). 

(c)  In  the  case  of  a  new  institutional 
health  service  which  is  proposed  to  be 
provided  by  or  through  an  HMO  for 
which  assistance  may  be  provided 
under  Title  XIII  of  the  Act  and  which 
consists  of  (or  includes)  the 
construction,  development  or 
establishment  of  a  new  inpatient  health 
care  facility,  the  State  Agency  shall 
determine  whether  utilization  of  the 
facility  by  members  of  the  applicant  will 
account  for  at  least  75  percent  of  the 
projected  annual  inpatient  days,  as 
determined  in  accordance  with  the 
recommended  occupancy  levels  under 
the  applicable  health  systems  plan,  and: 
(1)  where  the  agency  determines  that 
these  members  will  account  for  less 
than  75  percent  of  these  patient  days,  it 
shall  review  the  proposal  in  accordance 
with  the  provisions  of  §  123.409(a)  and 

§  123.410,  and  (2)  where  the  agency 
determines  that  these  members  will 
account  for  at  least  75  percent  of  the 
patient  days,  it  shall  review  the  proposal 
in  accordance  with  the  provisions  of 
§  123.4n(b). 
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